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AIDS EPIDEMIC

THURSDAY, JANUARY 15. 1987

U.S. SENATE,
CoMMITTEE ON LABOR AND HUMAN RESOURCES,
Washington, DC.

The Committee met, pursuant to notice at 10:02 am., in Room
SD-430, Dirksen Senate Office Building, Senator Edward M. Kenne-
dy (Chai of the Committee) presiding.

Present: Senators Kennedy, Weicker, Metzenbaum, Simon, Thur-
mond, and Adams.

Or'ZNING STATEMENT OF SENATOR KENNEDY

The CHAlRMAN We will come to order.

The AIDS epidemic is likely to continue to plague the nation
well into the next decade and even into the next century. The
Fumber of people infected is staggering and it will continue to esca-
ate.

The magnitude of this scourge, which has been called a possible
catastrophe and a health disaster of pandemic proportion, may
soo}tll surpass any disease in this century and possibly any disease
in history.

AIDS is a crisis for industrial and developing countries alike. We
know that fiv~ to ten million people throughout the world are al-
geady infectod, of whom one to two million live in the United
tates.

Within five years, there may be between 50 to 100 million people
worldwide infected with the virus. Approximately five to ten mil-
lion of them will be Americans. These unthinkable numbers and
the equally alarming projections by the Public Health Service are
convincing evidence that no sector of our society is safe “rom crisis.

Families, schools, businesses, recreational institutions, govern-
ments at every level are all being forced to confront the dilemmas,
distress and even the hysteria provoked by AIDS.

From a local perspective, the number of cities and States with
significant numbers of new cases increased at unprecedented levels
over the last year. There are now 14 U.S. cities with more than 300
active cases of AIDS. There are 27 States with more than 100
active cases.

In five years, we will have ap{»;'ommabely 270,000 geople with
active cases in the United States. Unless a cure is foun , évery one
of these Americans will die. These numbers should convince us
that all-out action is necessary. We must do as much as we can to
halt the spread of AIDS and find the means to prevent it and cure
it.

(D
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Over the past year, awareness and concern have increased dra-
matically in the Congress and throughout the country. A number
of experts who are at the leading edge of the fight against AIDS
are with us today as witnesses.

During 1986, several eminent institutions joined the effort to pro-

ide the leadership required to control and ultimately conquer this
diseese. Qur witnesses this morning include the Surgeon General,
the Uo-Chairs of the National Academy of Scienc~ Panel on AIDS,
the AIDS Coordinator of the World li'ealth Org. ~.ion and the
National Institutes of Health, prominent represen  ves of indus-
try, and distinguished researchers.

Most Americans were surprised to learn a few years ago that
vaccine .2sting had already begun in the African country of Zaire.
Some 1esearchers have expressed concern about the nature of that
vaccine and how it is being tested.

In this country, testing may begin within a year on one or possi-
ble additional vaccines. Yet, there are many questions which
must be answered before a vaccine becomes safe, usable, and gener-
ally available. uall Are drugs tha

questions are equally pressing. we moving that
offer the potential of a cure into clinical trials quickly enough? Is
our national research effort large enough and targeted for maxi-
mum effectiveness?

In the meantime, those who are infected need compassion, sup-
port, and the hope of a cure. Those who are at risk of infection
need counseling and education, and all of us need the commitment
and the discipline to continue to give this cri-is our highest priority
and to provide resources and national leadership commensurate
with that priority.

Lowell, 4o you want to make a statement?

Senator Wrickzr. Thank you ve?' much, Mr. Chairman. I want
to commend you for holding what 1 hope is one of many hearings
dm;-o this Committee concerning Acquired Immune Deficiency Syn-

me.

As AIDS continues to spread in epidemic proportions, it is essen-
tial to continually evaluate both the current battle against AIDS
and the fight on behalf of the estimated 270,000 people whbo will
have AILS in 1991.

All of these efforts wil! cost money, and I was pleased to see the
President did request some additional funding for AIDS research
and other AIDS-related in his FY '88 budget.

However, while the President proposed a small increase for AIDS
research, he also grogosed a large cuv in the funds for basic bio-
medical research. Such action reveals a total lack of understanding
of what is needed to fight the diseases we know about and to be
able to respond to new diseases that give us little or no warning
before they appear.

I think most of my friends in the medical community would
agree that the speed with which we identified and cloned the AIDS
virus was due in e measure to the basic research funding that
has preceded such discovery; that, indeed, it did not haipen be-
cause all of a sudden we wanted to go ahead and discover the AIDS
virus and pin all of our money and our hope on that. But because
of a consistent, long-term funding for basic research, b.o-medical
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research, we were able when the crisis hit to take care of that
matter with alacrity.

Additional funding for AIDS is >ssential, bat at the same time
we must maintain the basic research efforts that make possible so
much of what modern medical science can do. We cannot sacrifice
one for the cther; we need both.

The President talks so often about being prepared and building
up budgets and arsenals in case there is a war. These preparations
are made to fight against the possbility of danger to the Nation.

But with AIDS we know there are deaths and there will be more
deaths. Tne Public Health Service ~stimates that by the end of
1991, there will have been a cumu. .ve total of more than 179,000
deaths from AIDS in the United States, with 54,000 of those occur-
ring in 1991 alone.

Thousands of people continue to die each year from cancer and
heart disease and Alzheimer’s, and yet the President would propose
a retreat from the dollars that are most needed to find treatments
and cures for those di .

In this hundredth anniversary year of the National Institutes of
Health, the world’s premiere center of health research, we must
recognize NIH is also a vital outpost of national security. Assuring
this security requires that research and treatment efforts be sup-
ported broadly.

No one would suggest the Nation needs only a navy or an army
for the national defense and, likew’se, the pluralistic efforts of
nealth research in the Nation must be maintained.

Thank you, Mr. Chairman.

The CHArMAN. Thank you very much, Senator Weicker, for your
comments,

We welcome the Assistant Secretary for Health, Mr. Windom,
and we are glad to have him appear before our Committee. and the
Surgeon General, to have him back before this Committee. He has
produced a very excellent report on this issue previously and I
think has really demonstrated very significant and important lead-
ership for our courtry, and ! commend you, Dr. Koop. We look for-
ward to your testimony.

Dr. Windom.

STATEMENT OF ROBERT E. WINDOM, M.D,, ASSISTANT SECRE-
TARY FOR HEALTH, DEPARTMENT OF HEALTH AND HUMAN
SERVICES, WASHINGTON, DC; AND C. EVERETT KOOP, M.D.,
SURGEON GENERAL, U.S. PUBLIC HEALTH SERVICE, WASHING-
TON, DC

Dr. WinpoM. Thank you, Mr. Chairman, and Senator Weicker.
We appreciate this opportunity to a ~ear before you today to
update you on our information and edu.ation initiatives to prevent
and control the spread of AIDS.

The war or this devastating disease continues to be the Depart-
ment’s number one health priority. I am pleased to announce that
the President’s fiscal year 1988 budget contains a 28-percent in-
crease for Public Health Service activities, bringing the total
to slightly more than half a billion dollars.
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To date, more than 29,000 AIDE cases have been reported in this
country, with some 16,500 deaths. We estimate that 1 to 1.5 million
more Americans are infected LUy the AIDS virus and can spread it
to others even though they may currently show no signs of diseasc.

Present data indicate that at least 20 to 30 percent of these per-
sons can be expected to develop AIDS itself within the next five

Hearbening, indeed unprecedented progress has been made in re-
search on AIDS, including identification of the AIDS virus, ensur-
protechon of the blood supply and hemophiliacs, identification
of drugs of promise and _.itiation of clinical trials, and develop-
ment of public health guidelines. Still, we have no cure, and gener-
al availability of an effective AIDS vaccine i8 still some years in
the future.

AIDS, it is clear, will remain a serious problem for the Nation
for years to come. Indeed_ in June 1986, the report of the Public
Health Service Coolfont Planning Conference projected that by the
end of 1991, the total of AIDS cases will have exceeded 270,000,
with more than 179,000 deaths.

In the absence of a cure or a vaccine, our best hopes today for
stemming the spread of AIDS lie in ensuring that all Americans
know the ways the AIDS virus is transmitted and the practical
steps that they can take to protect themselves or, if they are al-
ready infected, to avoid the virus to others.

From the beginning of the AIDS epidemic, as fast as knowledge
about the disease was generated, the Public Health Service, in col-
laboration with non-federal experts and community leaders, devel-
oped and disseminated guidelines on AIDS to health professionals
and the public.

Indeed, the 22 sets of Public Health Service guidelines that have
been issued to date have formed a basis of AIDS information and
education efforts in both the public and private sectors. Through
grans, cooperative agreements and technical assistance, the Public
Health Service has helped initiate and strengthen AIDS informa-
tion, health educnution, and risk reduction programs in States, cities
and local communities.

The Public Health Service toll-free AIDS hotline, which has been
in operation since July of 1983, provides 24-hour-a-day service to
callers from all over the Nation when they dial 1-800-342-AIDS.

The Public Health Service has also prepared and disseminated a
variety of AIDS videotapes, fact sheets, pamphlets, and c¢ther maie-
rials targeted to population groups at speclal risk of infection, and
:::b hh?lth care workers, emergency personnel, and the general

PHS is currently cooperating with the American Red Cross in a
mass media cam on that includes public service an-
nouncements, leaflets and posters.

Among other efforts, PHS has sponsored numerous national and
regional conferences and workshops on AIDS to provide needed in-
formation about the disease to health care workers and State and
local health officials.

The agency also sponsored the first International Conference on
AIDS in April of 1985, co.ponsored the second Internatinnal Con-
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ference in June of 1986, and will sponsor the third, to be held here
in Washington this coming June.

During the current fiscal vear, PHS is devoting $79.5 mili.on to
AIDS information, education and risk reduction programs, and the
President’s budget proposes increasing this amount to $104 million
in fiscal year 1988.

This year, PHS is implementing a detailed and comprehensive
new public information and education plan, incorporating in*‘a-
tives to be carried out by all relevant Public Health Service agcn-
cies. The Centers for Disease Control had the lead responsibility
within PHS for carrying out this plan.

Under the plan, the Public Health Service will continue and
expand the activities I have already outlined, and will undertake
important new projects that are being develcped. Efforts will target
all segments of the general public—school and college-age Ameri-
cans who represent the polential next generat.on of AIDS victims,
persons now iufected or at increased risk of infection, and health
care providers.

Supplementing this plan are the efforts of the Alcohol, Drug
Abuse. and Mental Health Administration to prevent the spread of
AIDS among intravenous drugs abusers. AIDS infection among IV
drug abusers represents a primary source of spread to heterosex-
uals, leading to perinatal infection and serving as a particular
problem for minority populations.

Successful execution of the PHS plan will require action from
and cooperation among State, county and municipal governments,
professional and service organizations, the private sector, and other
departments of the federal government.

We expect that non-federal entitics, applying their own resources
and ingenuity, will build upon and further disseminate the mater:-
als and information developed through federal dollars, thereby cre-
ating a multiplier effect.

An in.portant boost to AIDS information efforts was provided
last October by publication of the Public Health Service Surgeon
General’s Report on AIDS to the American public. The Public
Health Service has undertaken extensive dissemination of this
report, which has also beer re:rinted in ful! in a number of outside
publications.

I want to take this opportunity to introduce to you Dr. C. Everett
Koop, who gave that report and who vorks with us in our Public
Health Service, as we lead this effort on AIDS education. Having
just. recovered from very serious surgery, he is back in full auty
again.

The CHAIRMAN. Dr. Koop.

Dr. Koop. Mr. Chairman, in February of 1986 during a visit to
the Department of Health and Humen Services, President Reagan
asked me to report to him and to the American people on just what
the AIDS threat was all about.

Although the United States Public Health Service and other
public and private organizations had been disseminating current
and accurate information about AIDS, there was still muzch misin-
formation circulating about the disease and the people at high ris:.

Q
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The greatest human fear is fear of the unknown. Therefore, the
President directed me to lay before the American people every-
thing that was known, and to do that in plain English.

From that day on, barely a day went by over the next eight
months that I was not involved in that assignment in some way. I
was sure that an objective report on the health and medical aspects
of AIDS could be produced, despite the presence of many sensitive
and controversial issues.

I also consciously tried to make sure that the Surgeon General’s
Report on AIDS did not merely reflect my own or any single per-
son’s values, opinions or prejudices. To that end, I made the maxi-
mum possible effort to secure the advice and counsel from a broad
spectrum of coucerned individuals and organizations.

I consulted with the best medical and scientific experts available
from within and outside the government, but I also met with lead-
ers of many organizations concerned with the health, education
and social well-being of the American people. I wanted to hear
what they, too, had to say about the threat of the AIDS virus.

The response to my reguests, I think, has been nothing short of
extraordinary. For example, Mrs. Ann Kahn, the President of the
National Parent, Teachers Associatior, wrote to tell me that she
and her colleagues benefited greatly from our meeting, and went
on to say that she would be happy to share a copy of our report
with 25,000 local PTA units.

And then President Mary Hatwood Futrell of the National Edu-
cation Association told me she had ordered 3,000 copies of the
report for distribution to national education leaders.

After I met with Larry Braidfoot and his colleagues from the
Christian Life Commission of the Southern Baptist Convention, the
largest Protestant denomination, he said the ‘meeting had been
very helpful in catalyzing within their group a focus for a growing
concern about the problem and its threat to our society and its
families.

Finaliy, after a jcint consuliatiocn on AIDS with the Synagogue
Council of America, Rabbi Henry Michelman assured me that the
Council wished to cooperate with me in every way possible.

Those are just a few examples, Mr. Chairman, that I could offer,
but I have attached to the concluding page of my statement a list
of all 26 orgenizations with which I worked.

Finally, when it came to the actual writing, for which I personal-
ly take full responsibility, I tried to be as sensitive as possible to
certain feelings that had been shered with me by many of those
same individuals and organizations, yet not be so sensitive as to
prejudice the objective information in any way.

Thanks to the contribution of many, I was able to produre a
report which I believe reflects a wide range of experience with this
disease and with many of the key issues that surround it.

10
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It presents in plain English all the most up-to-date, pertinent
and factual information that the American people need to protect
themselves and their loved ones from the spread of AIDS.

I finished the manuscript this past September. I presented it to
the Health Work Group of the Whate House and to the Cabinet
Council on Domestic Policy, and they accepted my report without
change and sent it on to the President, and I would like to submit
a copy of this for the record, sir.

[The followiny, material was received for the record:]
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Gurgean  ACQUIRED A ! D s l
Report IMMUNE
DEFICIENCY Foreword
SYNDROME

Thlsnsareponﬁomthe&ugmnGenenlofd\c

L § Pubhc Heaih Senvice 10 the people of the
Unsted Sates on AIDS Acquired Immune Deficiencs
Svndrume *« an epidemnic that has abreach hilled
thousands of people, mostly young, productne
Amencans 1n addion 10 iliness, disabidity, and
death AIDS has brought fear 10 the heans of most
Amencans — fear of disease and fear of the unknown
Initsal reporting of AIDS occurred in the Unnted
States but AIDS and the spread ofthe AIDS virus
15 an 1ntemational problem This report focuses on
pres ention that could be applied in all countnes

My report salt inform vou about AIDS. how 1t is

transnunied the relatne nsks of nfecuon and how
toprexent it It wall help vou understand vour fears.
Fear can be uscful when tt helps people avoud behan
1or that puts them at nsh for AINS. On the ozher
hnd unteasonable fear can be as cnppbng as the
disease itself 1fvou are paricipating n actmaties that

U.S Department of Health :(;\:l(:(:ﬁ;e s othe DS s thsrepon couk

and Human Services ¢
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In prepanng this report, I consul.ed wath the
best medical and scienufic experts thys country can
offer I met wath leaders of organizations concerned
with heakh, education, and other aspects of our
scaety 10 gan thewr views of the problems assoctated
withAIDS The information in this report 1s current
andumelhy

This report was written personally by me toprimide
the necessary understanding of AIDS

The vast myonty of Amenicans are against lhcit
drugs As 4 health officer I am opposed to theus
ilici drugs As 2 pracuang phyveician for more than
forty vears, I have seen the devastat:on that follows
the use of illicrt drugs — addiction, poor health, am
ily distupion, emouonal disturbances and death
Tapplaud the President’> iniuative to nd this nation
of the curse of ilicrt drug use and addicuon The
success ofh sinuativessc.  :alto the heathof
the Amencan people and wall also help reduce the
number of persons exposed 10 th= AIDS virus

some Amencans have difficulties in dealing with
the subjects of sex, sexual practices and akemate
hifestyles Many Americans are opposed to homo
sexudlity, promiscuity of any kind, and prosttuticn
This report must deal wun all of these 1ssues, but
does so wth the intent that infrrmation and educa
ton can change 'ndividual behavior, since wis is the
pnmary way 1o stop the epidemic of AIDS This
report deals wath the positrve and negative conse
quences of actmttes and behaviors from a heatth
and medscal »oint of new

Adolescents and pre adolescents are those whose
behavior we wish 1o especialh influence hecarse
ofther vulnerability when they are explonng their
own sexuahn (hetenxexual and homosexual) and
pethaps expenmenting with drugs Teenagen ofien
consder themseh e« immonal, and these voung
prople mav bepur ne sehes atgredt nsk

O
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Educ~10n about AIDS should start 1n earhy cle
men'  schenland at home so that chikdren can
4 ~ang the behavior 10 avoid to protect
un exno-ure 1o the AIDS vrus The
-8 ra. pnnide an opportunity for par
mstilt in thewr ~+ kiren thew own moral and
ethical st indards
Thoseofus v » are parents, educators and com
munity leaders *rdeed alf adubs, cannot disregard
this responsibil 1o educate our young The nced
is cneal anc e poce of neglect is high The Ines
ofourvoung people depend on our fulfiling our
responsibility
AIDS 15 an infectious disease It is contagious
but it cannot be spread in the same manner as a
common cold or measles or chicken pox It s con
tagious in the same way that sexually transmitted
diseases such as syphilis and gonorrhea, are conta
gI0US AIDS can also be spread through the skanng
of intravenous drug needles and svringes used for
injecting ihcnt drugs
AIDS 15 not spread by common evervda contact
but Fv sexual contact (penis vagind, pens rectum
mouth rectum, mouth vagina, mouth penis) Yet
there 1s great musi~~ »standing 1 ngn
unfounded fear that AIDS can be spread by casual,
non sexual contact The first cases of AIDS were
reported in this country n 1981 We would know
by now 1FAIDS were passed by casual, non sexual
contact
Today those practicing high nsk behavior who
vecome infected wath the AIDS virus are found mainh
among homosexual and sexual men and male and
feanaie ntrn enous drug users Heterosexual trans
mission 1s expected 16 account for an increasing
proportion ofthase who become infected with the
AIDS virusan the future
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~

At the beginning of the AIDS epidemic mam
2Amencans had itle ssmpatin for people with AIDS
The feeling was that somehow people from certain
groups desenved’ therr iiness. Let us put those
feelings behind us W e are fighting 2 disease, not
people Those who are alreach afficred are sick
people and need our care as do all sick patients
The countn must face this epidemic as 2 unified
socken We must prevent the spread of AIDS whale at
the same ume presening our humaru and numac

AIDS 15 2 life threatening discase and a mayor pub
Iic heakh 1ssue Its tmpact on our societv 1s and wall
conunue to be devasaung By the end 0f 1991, an
estumated 270 000 cases of AIDS will have occurred
with 170 000 deaths whin the decade since the
disease was first recognized In the vear 1991, 2n
estumated 145 000 pauents nth AIDS will need heakh
and supporuve senices af 2 toxal cost of beraeen $8
and $16 billion Homever AIDS 15 prevenuable It can
be controlled bx changes 1n personal behavior Tt s
the responsibiin of even auzen to be informed
about AIDS and 10 exercise the 2pproprniate preven
tn e measures This report wall tellvou how

The spread « £ AID~ can and mustbe stopped

A

C Eweretthoop “ID %D
Surgeon General

14




O

ERIC

Aruitoxt provided by Eic:

11

AIDS
AIDS Caused by Virus

he letters Al D $ stand for Acquired Immune

Deficiency Ssrdrome When a person is sick with
AIDS he she 15 1n the final stages of a sen-s of heakth prob-
lemns caused by avirus ( germ ) that can be passed from one
person 10 anather chieth dunng sexua contact or through
the shanng of intravenous drug needles and svinges used
for ‘'shooung drugs. Scientists have named the AID3 virus
HIV or HTD [1] or LA™ These abbrevianons stand for
mformavon denoung a virus that attacks white blood clis
(T Lymphocyies) in the human blood. Throughou this
pubbcation, we will call the virus the “AIDS virus. The

Arugs draung of AIDS :1rus uskeh cus auwy vhex shouing
fenetic  reproductive ) marenal

'Those vodifierent nar — gnon o ADSwus bt the
SCRNLF . communin

HR - Human Irunodeficena Virus
HTW 1L~ Human TL mphotypic Virus Tipe 11
w ~ Limphade~vpatin assocuaied Virus
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AIDS varus artacks 2 persor s immune swem and damages
hs her abibity to fight other disease Withoui 2 funcrioning,
mmune svstem to ward off other germs, he she om
becomes vulnerabk to becoming inkrted by bactena
pPosod. fung and other wirtises and masgnancis shich
ma cause bk threatening iliness, such 2 pneumonts
meningits and cancer

No Knoun Cure

There s presenth no cure §or AINDS There s presenth no
vacaane o prevent AlS

Virvs Invades Blood Stream

When the AIDS virus enters the blood stream thegins
10 antack certain white hlood cells (T Lymphocytes) Sub
stances called antibodses are produced by the body These
antibodies can be detected In the hlood by 2 simple: test
usually two weeks o three months afier infection Even
before the antbody test is positne. the vicum can nass the
virus 1o others by methods that will be expluned

Once an mdmdual is infected there are several possi
bilises Some people mav remain el hut even so they e
able 1 1nfect others. Others mav develop a disease that 15
Tess senous than AIDS referred to 25 ATDS Retar=d Complex
(ARC) In some people the protective ‘fmmune YStem ma
be destroyed by the virus and then other germs (bactena,
prowzoa, fung and other viruses ) and cance that oeds
nanh would never get a foothold cause  oppontunistc
diseases — using the opportunty of kmvered nistance
10 infect and destroy Some of the most common are
Preumocystss cariny preumonta and tube reubosas Inci
viduab infected with the AIDS virus may abso develop centain
opes of cancens stich as Rapost « sarcoma These infecred
people have classie AIDS Fudenee shows that the ATDS
virus may also dttack the nenuts sstem causing damage
tothe bran

12
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A H D <
sigrs and Symptoms
No Signs

Some peopk reman apparentt aell after infecuon sath
the AIDNvirus: They ma have oo pinsscally apparent sy p
toms of iliess Howeaer 1f prop2r precautions ase ot
used s1n sexudl contacts and. of intravenous drug use,
these infected indniduals can spsead tr ¢ virus 1o others
Anyone who thinks he or she wainsected of invohed in
high nsk behaviors should ot donate bis her hlood
ORANS tssues Of sperm because they may o contam
the AlDAVIrUS

ARC

AIDS-Refated Complex {ARC ) is +condion caused tn the
Al arus in which the patent tests positn . for AIDS
infection and has a specific set of clr ical svmptoms Hom
ever ARCpdtients svmpaoms are ofte 1 less severe than
thase with the disease we call clssi AIDS Signs and

< aptoms of ARC mas include Joss of appetite weght loss
fever night sweats <k rashes diarthea, tredness lack of
~esisance 1o nfection of swollers hmph nodes These are
alsor wigns nd svmptoms of mam other diseases and a
pinsician should be consulted

iDs

Onh a quabficd health professional can dugnese AIDS
which i the resuk f g natural progress of infection by the
A virus AJDAS destrovs the body s immune ( defense )
swtem and alkows otheraase controliable infections 1o
nvade the body and cause addinonal discases These
opportunsstic diseases would not otherwise gan a oothold
nthe oy These opportumistic dese ases man eventualh
ause death

Some symptoms and signs of AIDS and the oppontunisc
nfections may inchide a pe~asteni cough and feaes asse
1tared with shomness of breath or difficuh hreattung and

—<—
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ma be the smproms of Preumocssts cansi pneumona.
Multsple purpish blotches and bumps on the slan ma be
asign of Kapos: s sarcoma. The AIDS vieus in all mfected
people 1s . the same- the of indh k
ma differ

Long Term

The AIDS virus man akso atack the nervous svstem and
cause delaved damage 10 the bran This damage ma
take vears 1o develop and the ssmptoms man show up as
memon loss induffe . loss of coonds on, parual
parahsis, or menta! disorder These ssmptoms may occur
aone or wath other smptoms menuoned earber

AIDS: the present situation

The number of people esumated 10 be infected nith
the AIDS varus in the United States 1s about 15 mubon
Aloﬂhesendmduahmmnndmbcwmleolsptnd
g the virus sexualh (heterosexuath or homosexualh ) or
b\shmngnccdksmdsnngﬁaothermlmmvsbt
mirenous drug use Of these, an esumated 100 000 10
Zw(lnv\iluxnedmnm.hMDSRehzd(bnqﬂa(ARC)
s difficuk 1o predict the number who wall denedop ARC
0r AIDS because Symptoms someumes take a5 long as rune
vears to show up With our present knowdedge saentsts
predic. that 20 1o 30 percent o1 those infected nith the
AlDS w0 develop an iliness that ts an accepred
defimion of AIDS within five vears The number of persons
known 10 have AIDS i the U nited States o date s over
25000 of these about half have died of the disease Since
there 15 10 cure the others are expected 10 also eventuath
die from therr disease

The maonn of infected antbodt pusitn e indnaduals
ahocam the AT~ vatus show no disease s\nploms and
ma not come down with the disease for mam vears, if ever

No sk from Casual Contact

There 1s no known nsk «»f non sexual infecuon m most of
the sruanons we encounter m our dah lives We know tha
famib members inng with inc~~duals who have the AIDS
virus do not become jnfe-c1ed except through sevual
cortact There 1s no endence of transmission ( spread ) of
AIDSvirus by evendn contact even thoug* these family
members shared food temels cups razors even worh
brushes and kissed eact other

Heaith Workers

Wehnon even more ab it health care morkers exposed
AL S nents Ab 2 390 nealth - orhers nho sere
canng bor ADspauents henthes were s - i Lacu
carcfulh studied and tesied forinfectior with the AIDS
vifus These doctors nurces and othe health care grers
have been exposed 1o the AIDS patr mis blood stool and
other hodh Blusds Approumateh =% ) of these heakh
workers reported possible additson U exposure by direct




contact with 2 patient s body Susd dwough spills - berr |,
acodencally stuck with 2 needle Upon testing the =~ 0,
only 3 who had acodentally stuck themsedves wrth 2 ne-J
had 2 posstive antibody test for exposure to the AIDS
virus. Because heakh workers had much more contact
with panenss and thexr body Suids t.  wouio be €. mext~
from comsmon everyday contact, % ts cear tha the AIDS
virus 15 not transmitted by casual contact.

Control of Certesins Belssdors Can
S0p Rurtber Prond of AIDS

Knowing the facts about AIDS can prevent the spread of
the disease Educanon of those who rsk infecting them
selves or infecung other peopie s the only way we can stop
the spread of AiDS. Peaple must be responsible about ther
sexual behavior and must avoud the use of tiion inerave
aous drugs and needie shanng. We will describe the types
of behavior that lead 10 infection by the AIDS virus and the
personal measures tha must be taken for effective protec
uon. [fwe are 10 0p the AIDS epideruc, we all must undes
stnd the disease — its cause, its nan ¢, and its preventon.
Precausions must be iaken. The AIDS virus infects persons
who expose themseives 10 known nsk behavior, such as

certasn types of b dand b ] act or
shanng tntravenous drug equipment.
Risks

Although the nxial discovery was in the homosexual com
mungy, AIDS ts not 2 disease only of homosexuals AIDS
1s found in heterosexual people as well. AIDS ts not 2 black
or whate disease AIDS 1s not just 2 male disease AIDS 1s
found 1 women. st is found 1n children In the future AIDS
will probably ncrease and spread among people who are
not homcsexual o intravenous drug abusers in the same
manner 2s other sexually ransmuted diseases like Syphibs
and gonorrhea.

Sex Between Men

Men who have sexual relanons wath other men are espe
cially a1 nsk. About "0 percent of AIDS vicums throughous
the country are male homosexuals and bisexuals. This
percentage probably wall dechine as heterosexual transms-
sion ncreases. Infection results from a sexual reanonsp
uth an mfected person

Muitipie Portners

The nsk of mfection 1ncreases according o the number of
sexual pantners one has male or female The more partners
vou have the greater the nsk of beconung infected with
the AIDS virus

Visdnevable rectum kining provdes
ernae for enwry of AIDS virus
it the blood streem




How Exposed

. mhmm-mnmm'ma
Person acquires the virus during sexual contact with an
hﬁmm’:hhodammdptﬂw\w

The then emensa p 's blood
whmmam

. Senall (unseen by the naked eye) sears in the surface
h‘dme\*uormmmamm
ammb'aammmmm
amhmdh\mm'mlhebbod
mlha:he,dnAms\hsmbep-dhmpa-
10 recium and vagina and vice versa without 2 viable wear
1 the tissue or the presence of blood.

P Of Sexual Ty -
Know Yous Purtner

Couples who mantcan mutualh fathful monogamous reta
haps ( only ane cona g sexual partner ) are pro-
sected fom AIDS dwough sexual transmismon. 1fvou have
bmmhlhlw‘us:ﬂmmh
been Bichfud w00 neither of vou is & risk Ifyou have nre
cmﬁMMmM\wmn:m&Hm
muhsmb«nﬁhmmm\wmslnﬁ
whth ko puts vou at risk. Thas is true forboth heteso.
uz.d:-dhawmumnpa-un
know: xich absolise ceriaing) that nexther you nor your
Wmsmﬁﬂn\mo’m,ymm
use protecuve behavior Absoliute certatnty means noc onh
dﬂ\wmwmhaemamhh
mescxul!hm:hb but it means tha
nerther vou NOf vour panner has used dlegal itranenous
drugs
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AIDS: you can protect yourself from infection

ome p J dequate 10 saieh prosect
yourself and others fom mfecton by the AIDS virus
and ats complicanons. Among these are:

« Ifyou have been imvoived in any of the high risk sexual
acthves described sbove o have injecsed #licit inea-
venous drugs ineo vour bodh. vou shoukd heve 3 biood
(e% 10 see ifvou have been mfecsed with the AIDS virus.

« Ifvour test is posithe or if you engage in high risk acth
mes and choose not 1o have 2 tesx, you shoukd sell your
sexual partner. 1f you poindy decide 10 have sex, you must
Prosect your parts by ala s using 3 rubber (condom)
during ( stan v finish) sexus mseroourse (vagina or
recrum).

« Hfvour parmer has 2 posigive blood sess showing that he
sheh:bemnk\zd\ﬂmnlmx\mamm
tha heshe has been exposed by h !

or | behaor or use of drugs
with shared needies and svringes, 2 rubber (condom )
should alwas be used dunng ( start 10 finish ) sexual
INercourse (Vagua or recturn )

193
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« Ifyou or vour partner 1s 2t hagh nske. svod mouth contact
with the peris. vagina, o¢ fectum

« dvund all sexual acnates which could cause cuts o tears
n the bnings of the rectum, vagina, o penis

« Single teen age grls have been wamed thar Pregnanc
and contracting sexuh transmted descases can be the
result of only ore 1 of sexual stercourse They have
been gk s .2y MO *0 sex! They have been tught 0
@ MO 0drugs' By saying MO ©0 sex and drugs they can
a14d AIDS which can il th=m' The same s truc for
teenage boys who should also not have rectal miercourse
with ather males It mz, resull i AIDS

« Do not have sex with prosttites Infected male and
female prosututes ane frequenty also intravenous drug
Zbusers, therefore, they may mfrct chienes by sexual uwer
ot rse and ather intravenous drug abusers by shanng
thew intrvenous drug equipment. Female prostinres
2o can Infect theis unbom babies.

1ty 11 trenones needie and syringe contaminated usth
biexad & Gl many conain the AITS 1trus

Intravenous Drug Users

rug abusers who inject drups k) thewr vemns are anather
populauon group a1 hugh nsk and wath high rates of nfec
ton by the APDS vinus. Users of intravenous drugs make up
25 percent of the cases of AIDS throughout the country
The AIDS virus ts camed i contamanased biood left n the
needie, annge, or other drug retaed implernents and the
Virus 1S ingeciad £ 30 the new vicom by reusa g durty siTinges
and needies. Even e smallest amouns of wnfected blood
Ieft 1 2 used needke or synnge can contan ive AIDS -
« be passed on 10 the nex user of those duty implerneras.

No one should shoot up drugs because addcton, poor
heakh amidy disrup ] drsturbances and
death could folliow However many drug users ane addcted
10 drugs and for one reason or anather have not changed
ther behavior For nese people the onk wan not 1 get
AIDS 1 10 use a chean, prevvously unused needic svnnge
or am other implement necessan o the ijection ™
drug soluton

Hemopbilia

Some persons with hemophiba (2 binod clorung disorder
tha makes them subyect 1o bleeding ) have been infected
with the AIDS virus enther througts blood transfusion or
the use of hiood products tha help thew blood cior Now
that we knom hom to prepare safe hiood priducts o ad
clotting. ths 1s unbkeh to happen Thes group represents
aven small percentage of the Cases of AlDS througdyut
th. countn

Biood Fansfusion

Cusrenth a8 bood donors anc instaalh sereened and hlood
s ned accepied friom high nsk indnaduak Blood tha has
heen AHflecd B use s tested for the preserce of anthods
o the AlDN virus Homever some people man have had 2
hiood sransfusion pnor o March 1985 hefore a ¢ knew hem
1o screen hiood for sufe trancfuskon and may have become




infecied with the AIDS virus. Fortunavely there are not now
3 brge number of these cases. With routne sesang of blood
peoducts, the blood sug ply for transhuson s now safer
than « has ever been wich regard 10 AIDS.

Persons who have engaged n h ' or
have shot sreet drugs within the bt 10 years should never
donae blood

Motber Can Infact Newborn

1f2woman s 1fected with the A.DS vinus and becomes
pregnant, she 1s more likely 10 develop ARC or clamic
AIDS. and she can pass the AIDS virus 10 her unbom cheld.
Approamateh ane third of the babees bom 10 AIDS infecied
mothers will aiso be nfecved with e AIDS virus. Mcst of
the infocted b zhscs will ventualh. devednn the disease and
die Several of these babees have been bom w0 wives c¢
hemophaliac men infeved with the AIDS virus by way of
bilood prod babies have siso been
bom 10 women who became mnfecsed with the AIDS virus
by bisexual parners who had the virus. Almost all bebies
with AIDS hae been bom 10 women who were nuaenous

t‘b\qmamumdptvmdlmma\gum
who were mfecied with the AIDS virus. More such habies
can be expecsed.

Thenk carefully of vou plan on becoming pregnant 1f
m:nmmmmvuhwuﬁm
otd\z)whthdsanhmhahﬁﬁ
m.m:mwmwma\.
huslimdmumm

Sarnemary

ADS affects ceviain groups of she papuiation. Homoseeual
and blsexual males ubo e b sexal cormact sith

Oloer  males as wall as thoss wio
"M"mtw.rd'n—-ﬂdmb*
tion and  death Sexual, of these bigh risk

indasduak are ot rish ﬂn‘arnny“ubanm
uomen ubo carvy the e Heterosexal persors; are
Increcangly ot risk

AIDS: what is safe

Most Bawawior s Safe

Evenda Ining does not present any nsk of miscoon You
Cannot get AIDS fom casual social contact. Casual sockal
contact should nof be confused with canaal sexael coneact
which 13 2 maor cause of the spread of e AIDS vwus.
Crdudmmm:umwhmnai
Mmumam-‘m‘mh
Ams\mwhmmmiunm
0 pools o bathing in hot nubs or from exting n restaurans
{even if 2 restaurant worker has AIDS or camies the AIDS
I 1 AIDS s et contracted from shanng bed nens,
wm ks, cups stams cishes, or am other eaing wensis
hammmimmmm
office machinery, or houschok! fumirure You cannor
$eUAIDS from boch massages, masturbation of any non-
sexual coneact.

Q \::; 21
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canmut be rznsmitied non sexuath from an infected per

smdmmduhczﬂulenxrpﬁnthnlhumﬂn

Ordman methods of dissnkection for unne siool and

vomstus whach are used for non infected peophe are ade

quzehpapk‘h)hszl‘M)tnmmulher)S

wus. You mav have wondered why vour dentsst wean

ﬂ(mmmannsk‘bmuvm\-m This does

not mean that he has AIDS or that he thinks vou do He s

protectng you and himself fom hepattes. common ¢olds

or fu .
Thcrnswdawn\umgap:mmlhul)sa

canng for hem or her Nosmal hygsensc pracoces bke wip

g of body Sud spulls with 2 sokaon of water and house

hold bleach (1 pan househvoid bleach wo 10 pans water

will provide full protecuon

Cbiddren .- School

None ot the idenufied cases of AIDS 1n the Unued States
are known or are suspected © have been transmued from
Donating Blood one child 10 another i school, day care, or oser care

sexings i of open

Donanng blood is mor nuky a2 all. ¥ou cannot get AIDS by,
donating blood

Receiving Blood

Inthe US. every blood donor ts screened 10 exchat  ugh
risk persons and every blood donaton s 00« «st d for th:
presence of avbowes 10 the AIDS virus. Blood tiat shows
exposure 10 the AIDS virus by the presence of antibodees
15 not used cither for K for the Ex of
biood products. Blood banks are as safe 28 current tech
nology can make them. Because antbodies do nox brm
immediaely alier exposure 1o the vus, 2 newh infected
person may unimowingly donase blood afier becoming
miected but before has, her antibody test becomes poss
tive It s esumated thar this maght oocur bess than once n
100,000 donatons.

There ts n) danger of AIDS virus infecuon fom visting
adocor, denust, hospral. hardresser of beauticiar AIDS
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cuts 10 the blood or ather body fuds of the infecsed child,
2 hughh unlikeh occurrence Even then routne safety pro-
cedures for handling blood or ather body Buss ¢ which
should be standard for all chikdren 'n the school or day
care setung ) would be efiecine in prevenung transmisson
from chukdren with AIDS 10 other cheldren in school.

Children with AIDS are highh susoeptible 10 infectons,
such as chucken pox, from other children. Each child wath
AIDS should be examined bh 2 doctor before anending
school or before retumang 10 school, day care or foser care
seuings afier an iliness. No blanket rules can be made for
all school boands 10 cover all possible cases of chikdren with
AIDS and each case should be d paraacly and
individuabzed 10 the child and the setang, as woukd be
done wxth am child with 2 special problem, such as cere-
bral Lalsy or asthma A good team 50 make such decinons
with the school baard would be the child's parents, physt
cian and 2 pubbc heakh oficial

Casual social contact berween children and persons
infecred with the AIDS virus is not dangesous.

Insects

Mnmhmnascso{uoswdlsmusmbym
such as mosquroes.

Pets

Dogs, cats and domestsc animals are not a source of infec
von from AIDS visus

Toars and Saliva

Akhough the AIDS vxrus has been found i tears and saina,
0 mszance of yansmssion fom these body uds has
been reported.

Aﬂxmﬁunmwnmw:nﬁadm
and from the sharing of syringes and needies There is
170 danger of nfection with AIDS rrus by casual socsal
corntact,

Tacting of Mieary Persortnel

You mav wonder win the Deparunen of Defense is cur
renty te<ung #s uniformed sences p 1or

of the AiDS virus antibody The makean feel thus procedure
sn«‘esmbea\mlheumhnmmngm
ambbodbmkmzmofnzn\dm\upn:qu-ab
ntedloprumnﬂmusmhounmﬁmbc
MDS\wsmm)anmg in'e virus vacaines.
Thesc\zmnecouldm:edammdbepamm
ke threatening (o the recrunts
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AIDS: what is currently understood

khough AIDS ts sull 2 mvsterious disease: in many

W2ys our soensts have leamed a grea def about it
In fve vears we know mone about ATDS than mun diseasy=<
that we have stucsed for even longer perods Whke there
15 00 vancne of cure the results from the health and
behasoral research communrty can only add 10 our knowd
edge and icrease vur understanding of the disease and
WA 0 prevent and tex it

tn spate of all that 15 known about ransmussion of the

AlDS varus saentists wall eam more: One possihibn s the

| V 1 Virus enters
1 white blood cells
i \
2 Virus sttacks \
T oells and
multiphes
~ 2
3 T cell no longer i
N (cclular) deferse |
. response ,
4 immune
system
weakened
5 Body susceptibie
10 “‘oppostunstic
/ d: .
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potcntal ducosen of Ecton that mas better explain the
mexhansm of AN inlection

Win core the antibodses produced 1y the bodh 10 fight the
AIDS t1rus rex able 1o destron that viris?

The antixxhies detected 1n the hlood of camers of the
AIDA vrus are ine flectae at least when clissc AIDA
actually tnggered Thes cannot check the damage caused
br the virus which 15 by then present in lige numbers
inthe bady Researchers cannot exphan this important
obsenauon We sl do not know whn the All S virus s
not destnoved by mansimmur wMem

Summary

AIDA 0o donger 1s the coneesn of am one segment of
suciety it is the concern of us all Mo Amesxans bfe s in
danger ifhe she of thetr sexual partners do not engage
1n high nisk sexual behavior or use shared needies o
wnnges W inject stsen drugs into the body

People who engage in high nisk sexual behzvor o who
shaot drugs are asking snfection wath the AIDS virus and
2re asking thear inves and the tves of others including
therr unhom chykdren

We cannax vet know the full impact of AIDS on cur
sockete From a chinical pownt of view there man be new
man' *saons of AIDA - for example, mental disturbances
due to the infecuon of the brain by the AIDS virus in
camers of the vinus From 2 socal potnt of view 1t ma
bnng wan end the free wheebing sexual bistvie which has
been calied the sexudl rvotution Economicalh the care of
AIDS patients W=l put 2 remendou. strain 0n our dreach
averburdened and costh heakth cane dedven svstem

The most certan wan to 2voxd getrng the AIDA virus and
to control the AIDA epidemic in the | mired Sates s kor
ndnaduals to 2vosd promiscuous sexual practices o man
wn mutualh Gthful monogamaous sexual e lationships
and 1o avoid imecting sthere drugs
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Look to the Future
The Chalienge of the Future

n enormous challenge 10 public heakth bes ahead of
and we wouid do well 10 take 2 look 2 the future
‘We must be prepared 10 manage those dungs we can pre
dict, as well as those we cannot
At the present ume there ts no vaccine io prevent AIDS.
There 15 n0 cure. AIDS, which can be transmined sexually
and b shanng needies and svninges among o inrave
nous drug users, s bound 1o produce profound changes
in our sooen changes that wall affect us all

Information and Education
Only Waapons Against AIDS

1t s csumased that 1n 1991 54,000 people will we from AIDS.
A this moment, mam of them are not mifected wih the
AIDS virus With proper informauon and educanon. as
mam as 12,000 1o 14 000 people could be saved 1 199)
from death br AIDS

AIDS utll frpact All

The changes in our socet will be economuc and pobucal
and wall affect our socual tnsuruons, our educabonal peac
tices, and our heakth care Akhough AIDS may never touch
vou personath the socretal impact certainh will

Be Educated - Be Prepared
Be prepared Leam as much about AIDS asvoucan - ~am
o M I ~aentific informatson from rumor and iMth

fhe Pubb Health ~senxe sour loca public heakth officialy
and vour 2mib phasician 23l be able 1o help vou

.57-1330 - 86 - 2 QL 3)
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Concern About Spread
Of AIDS

Whle the concerkracso- \!AIDSmsamnlheh:qer
urban areas 1odan 1t has been for nd n even sate and
wuth ¢ mobidin of our socien, st 1s bkeh, that cases of
AIDS willappear 2 2 made

pecial Educanonal
Concerns

ﬂmmznunberofmk.m adolescents, tha
donotmk:mrhev\ﬂbehomma\morbmnem.
users and wall iox heed this message: there are others
who are ilierate and cannot heed thes message They mes
be reached and tught the ns« behaviors that expose them
t0 infection with the AIDS vy

High Risk Get Biood Test

Themeqpubkhakhproblembsmmehrgenum
ber of indniduals with 2 huston of high nsk behavior who
harbemmkaed\uhﬁ\detMgtheAle
vm'l‘hme\'nhhl;hmkbehatxmusbeﬂmm
xoprummhnsb\adqugsaksexm)pmmmdh
theu.sco!ckznequkpnmbrmnmnmdeguse Ifa
bbodrcshzﬁodnsmdnkms\munmyb
gad\celndmdu:hlomsakscx\n!mes,m
should get 2 blood test Qn\ourbalhahhdepznmem
for infrmauon on nhere 10 Ret the est

Anger and Guilt

Somie People aficied with AIDS wilt feel 2 wense of anger
and others o sense of guik In spre of these understang
e reactions evervone must jou the effon to controt
the epsdemic w0 prinde bor the care of thase with AIDS,
m-odozllwmmmhmmdeduaemhusm
AIDS and hom 10 prevent i



Confidentiality

Because of the sugma that has been assocuated with AlS
many affscted with the disease or who are infected with
the AIDS virus are reuctant to be sdentified wath AIDS
Because there 15 no vacane to prevent AIDS and no cure
many feel there is nothing 10 be ganed by revealing sexual
contacts that might akso be infected with the AIDS virus
‘When 2 community Of 2 state requires reporting of those
infected with the AIDS virus 1o pubbc heakh authonties in
crdet to trace sexual and intravenous drug contacts — as s
the practice with other sexualh ansimutied diseases — those
infected with the AIDS virus go underground out

of the mamnstream of heakh care and educanon For this
reason cument public health pracuce 1s 10 protect the
privacy of the indnidual infected with the A1D% visus and
o the stnctest conli hty conceming his her
heakh rerords

Sate and Local AIDS
Task Forces

Many state and local junsdicts ns where AIDS has been
seen 1 the greatest numbers have AIDS sk ore < with
heavy representason from the iexd of pubic health somned
by others who can speak broadly (o 1ssues of access to
care, provasson of care and the avalabdity of community
and psyctuatne support services. Such 2 sk force s needed
n every community with the powes 1> develop plans and
pobiies, 10 speak, and 10 act fr the good of the publk.
heakth at every level

State and bocal task forces should 1kan ahead an ! sork
collaboratively with other junsdictions to reduce ransmis
s10n of ATDS by far reaching informaucnal and educatonal
programs As AlDS impacts more strongh on socien they
should be charged with making recommendations to pro
« we for the nerds of those affacted with AIDS They also
wall be in the best position to answer the concems and
direct the actnttes of those who are nox infected with the
AIDS virus

H]

The responsibikty of State and kocat task forces should
be far reaching and musht include the following areas

» Insure enforcement of pubbc health regubation of such
pracuces 2s ear piercing and &Itooing o prevent trans
missson of the AIDS virus.

+ Conduct AIDS educanon programs for police firemen,
corecuonal instatuton workers and emergency medical
personnel bor dealing with AIDS vicums and the pubbc

» Insuse that insututions catenng to chikdren or aduks
who soil themselves ur thetr sumoundings wath urine,
stool. and vomstus have adequate equipment for cleanup
and disposal, «nd have pobires 1o insure the pracuce of
good hygpene

School

Schools will have special problems in the future In addition
to the guidelines akeach menuoned in this pamphlet
there are other things that should be considered such as
sex educaton and educauon of the handicapped

Sex Edsscation

Education concerning AIES must start at the lowest grade
possible as pan of am heakh and hygiene program The
appearance of AIDS could bnng together diverse groups
of parents and educators with opposing views on inclu
sion of sex educaton in the cumcula There s row no
doubt that we need sex educanon 1n schooks and that
must i ude nformaton on heterosexual and homosexuat
re bionships The threat of AIDS should be suBaent to per
mit 2 sex education curnculum with 2heavy emphasis on
prevention of AIDS and other sexually transmitted diseases

Yandicapped and Special
Education

Children with AIDS or ARC wall be awcnding school akong

with othess who camy the AlDA virus Some chidren will
develop brain disease which will priduce chan zes in meral
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behaior Beause of the right 10 special educadon of the
handscapped and the mentally retarded, school boards and
hugher authorities will have to provide guidelines for the
management ~f such chikiren on 2 case by-case basis.

Lubor and Managemeens

Laborand maagementcar  much 10 prepare s uDS
so that misinformzrion is % t0 2 minimum. Lnions
should issve p heakth messages b many
emplovees will isen more carefully 10 2 union message
than they wall 10 one fom pubbe heakth authorides.

/1D Zducation at the
Work Sire

Offices factones, and other work sttes should have a plan
tn operauon for education of the work force and accom
modation of AIDS or ARC patients before the first such
case o, pears a1 the work site Employees with AIDS or ARC
should be deak wath as are amy workers with a chronic
iliness. In house video programs provide an excellent
source of educatnn and can be mdividuabzed 1) the needs
of a speafic work group

Strain on the Heaith Jare
Detlivery System

The heakh care svstem tn mam places will be overbur
dened s 1t 1s now 10 urban areas with lirge numbers of
AIDS patients. It is predicted that dunng 1991 there wil
e 145 000 patients requinng hospitabization ar least once
4nd 54 000 patents who salidie of AIDS Menal ¢ case
( dementia ) will occur 1n some patients who have the ATDS
virus before thev have am other manifestanon such as ARC
or classic AIDS.

State and local task forces will have 10 plan for t.ese
pauents by utihzing convenuonal and ume honored sys-
tems but will also have 10 invesugate akemnate methords of
trez ment and akemate sttes kxr care including homecare
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mmmﬂnhalhgswnmbek!awdh'
M.WMWWWMM
the communun Prw:nszeneededlonndwhm.
dam.sochl“xkus.am\ohmbdulwhubs
Sud'lsuppmnsptncuh‘hﬂ‘lualnﬂlemnori'y
communioes.

Mental Healtt,

Our!ocs«y‘makoﬁcemaddiuaulbwdens‘!bq
mundemudnmwbeahtmdhkm
by the AIDS virus. mebemghhmedo{hh:ﬂon‘th
anDS\m.amm&me.\meﬁmm
€ty and depression brought on b fears associsted with
<oaal isobawon Mmd\mbﬂlngwhﬂlesem
vidual and Gmih concems will requure the best efforts of
mental hels,  _Jessionals.

Controversial Issues

AnumbcrofcmuuusulMDSmcshmamen and witt
mmuelobeddnedhrgd\ beameofhdm{hmiadg
about AIDS, how #1sspread and hom ir can be prevented
Among these are the issues of compubeary blood testing,
quannune, and iden humofMDswﬂe:sbyme
visible sign.

Compuisory Blood Testing

Zompukon blood tesung of indnaduals 1s not necessan
The procedure could be unmanageable and cost prohib
e It o beevpected that mam WO fest negatroeh
mght actualk be positn ¢ due to recent exposure 1o the
AIDS virus and gnve 2 ke sense of securin 1o the indhdual
and his heruxuzlpmnerscmcemmgnmsrypmtc
tne behansor Thepmtmmbtha\xxdesubtdhﬂm
feport, if adopted, will protear the Amerncan pubc and
contain the AIDS epidemic \oluntan testing il be aval
d’zletorfmse‘hoh:\tbecnm\ohtdmh@mkbeha\u
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Quarantine

Quanantne has no role 1n the management of AIDS because
AIDS 1s not spread by casual contact. The onhy ume that
some form of quaranune mght be indicated is in a skua
uon where an individual canrying the AIDS virus knowingh
and willngly continues 10 expose others through sexual
contact or shanng drug equipment Such arcumstances
should be managed on a c~se by case basis by local
avthorites

Identification of AIDS Carriers
by Some Visible Sign

Those who suggest the marking of camers of the ATDS
virus by some visible sign have not thought the matter
through thoroughly It would require testing of the enure
popubnon which 1s unnecessary, unmanageable and costhy
It would miss those recently infected individuals who
woukl test negativeh, but be infected. The entire procedure
would gne a fabse sense of secunty AIDAmust and willbe
treated 2 2 dhsease that can infect anvone AIDS should
not be used as an excuse (o discriminate Jganst any group
or indnidual.

Updating Information

As the surgeon General, |aall continualh monitor the
maost current and accurate health, medical, and scientific
wnkormaton and make st vakb  vou the Amencan
people Armed waith thas information vou ¢ in join in the
discussion and resolution of AiDS-related sssuesth tare
cntical to your heakh your children s heakh u.d the heakh
of the navon
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Additional Information

Telqpbone Hotlines

(Tl Free)

PHS AID Hothne Navonal Gay Task Force
800 342 AIDS AIDS Information i iothne
800 342 243~ H00 221 ~044

N exualh T (212) 807 6016 (NY State )
mutted Diseases Hothne

Amencan Social Health

Associ2tion

800 227 8922

Information Sources

{'S. Public Health Service Local Red Cross or
Publsc Affasr Office American Red Cross
Hubert 11 Humphrev AIDS Educanon Office
Budding Room "25 H 1730 D Sreet NW

200 {ndependence Avenue
SW

Washington D C 206201
Phone- (202) 145 686

Washington, D C 20006
Phone (202) 73" R300

Amencan Assuciation of
Pyacians for

Human Rights

PO Box 14366

San Francixo (A 94114
Phone (4151558 9353

AIDS Action Councd
729 Fighth Street SF
Sute 200

Washington DC 20003
Phone (202)547 3101

Gay Men s Health Crists
PO Box 274

132 West 24th Sreet
New York NY 10011
Phone (2121807 6058
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Hipanic AIDS Forum

€ OAPRFD

853 Broadway Suite 2007
“ew York, NY 10003
Phone (212)870 1902 or
70 1864

Los Angeles r.)S Progect
1362 Santa Monica
Boulevard

Los Angekes Cabfornia
ANN46

(213) 871 AIDN




A 1 D S

Minority Yask force on AIDS  Nanonal Council of

¢/0 New York Cin Councal Cbuirches/ ALDS Task Force

of Churches 475 Riverside Drive,

475 Rversude Drive, Room 572

Room 456 New York, NY 10115

New York. NY 10115 Phone: (212)870-2421
- by

Phone (212) 749-1214 San ADS

Mothers of AIDS Patients Foundasion

(M4P) 333 Valencia Street,

/0 Barbara Peabady 4th Foor

3403 E Street San Francisco, CA 94103

San Drego CA92102 Phone (415) 863 2437

1619) 234 3432

Nanonal AIDS Network

729 Exghth Sareet, SE.,

Suite 300

‘Washingron D C. 20003

(202) 546-2424

National Assoclatico  of

Prople with aui)S

PO Box 65472

Washington, D C 20035

(202) 483 979

National Coakiton of Gay

Sexually Transmitted

Disecse Services

¢/0 Mark Behar

PO Box 239

Milsaukee, W1 53201
Phone (414) 2 767

O
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During the preparation of the General's Report on Acqui lmmme Deficiency
n‘m Surgeon General C. Everett Koop, | mat personally and privately with
representatives of the following groups:

AIDS Advocacy Groups

AIDS Action Council
National Coalition of Black Lesbians and Gays
National Minority AIDS Council

Business

American Council on Lifa Insurance
Health Insurance Amociation of America
Washington Business Group on Health

Education

National Amsociation of Elementary School Principals
National Association of Secondary School Principals
National Association of Stata Boards of Education
National Education Association

Nationa) Parents and Teachers Association

Health

American Dental Association
American Hospital Assoclation
Amerjcan Medical Association
American Nurses Association
American Osteopathic Association
American Red Cross

National Hemophilia Foundation

Labor

American Federation of Teuchers
Service Employees Int >~national Union

Public Officials

Association of State and Territorial Health Officars
National Association of County Heslth Officials
U.S. Conference of Local Health Officerc

Religion

Christian Life Council of the Southern Baptist Convention
National Council of Churches of Christ

Synagogue Council of America

U.8. Catholic Conferenca
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Dr. Koor. I would like to emphasize, too, Mr. Chairman, that
throughout this assignment I was accorded full independence to
fursue the research and writiug of my report in whatever manner

thought appropriate, and at no time did anyone try to exercise
anﬁ undue influence on the outcome.

I could give you just what I think are the three highlights of
the report, they would be these. First, the risk of infection in-
creases with increased numbers of sexual partners, male or female.
Anyone who engages in free-wheeling, casual sex is playing a dan-
gerous game. )

Unless you know with absolute certainty that your sex partner
has not become infected with the AIDS virus through sex or drug
use, you are taking a chance on becoming infected.

Conversely, unless you are absolutely certain that you yourself
are not ing the AIDS virus, you must consider the possibility
that you can infect others.

Second, the best protection against the infection right now, bar-
ring abstinence, is the use of a condom. A condom should be used
during sexual relations from start to finish with anyone whom you
are not absolutely sure is free of the AIDS virus.

And, third, we need to get the facts about this disease to every
American. The Public Health Service has the responsibility to pro-
vide clear and accurate informnation about AIDS to all segments of
our society. In particular, our youth must understand that sexual
activity and .V use can lead to AIDS.

The Public Health Service will provide educators with requested
factual and timely information about AIDS, but families, along
with parent and community groups and State and local school
boards, have the Enmmxv responsibility for educating the ycung.

These groups should determine how best to employ this informa-
tion, wtif consideration of their ow111 values, to achieve the goal of
preventing AIDS among young people.

Mr. Chairman, I believe the threat of AIDS is serious enough to
permit the kind of education that emphasizes the prevention of
AIDS and other sexually-transmitted diseases. The need is critical
and the price of neglect is high.

As part of our own education and information effort, we have al-
ready distributed 250,000 copies of the Surgeon General’s Report on
A.IDg in answer to telephone and mail requests. And, in addition,
such publications as the Journal of the American Medical Associa-
tion and the Los eles Times have reprinted the report in full
for their readers. And we have made camera-ready copies available
to a number of national organizations who wish to do their own
Erinting and distribution, and one of these has gone to every

ealth officer of each of the 50 States.

The report has been copied elsewhere. For example, the govern-
ments of France and Australia have informed us that they intend
to reprint and distribute the report among their own citizens.

With this kind of reception, Mr. Chairman, I believe the Surgeon
General’s Report on is having the salu effect the Presi-
dent had hoped for not only here in the United States, but else-
where in the world as weil.

Thank you, Mr. Chairman. I would be pleased to answer ques-
tions.

v d
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The CHAIRMAN. Thank you very much, Dr. Koop. I think all of us
who have followed this issue in the Congress and outside as well
heve to commend you for the leadership that you have been provid-
ing and the courage with which you have brought this to the atten-
tion of the American people.

i think that your presentations have been very clear. I would
like to review a couple of the significant facts, because I under-
stand that unless we find a cure for the disease, between 20 and "0
percent of those infected will eventually develop the full-blown dis-
ease. Is that correct?

Dr. Koop. That is correct. Because of the long incubation period,
sir, it is absolutely impossible for anyone to tell you how many of
those who have the virus and are now asy..ptomatic will come
down with the classic AIDS syndrome or something less. Your fig-
ures are correct, but they could be higher.

The CHAIRMAN. And the disease so far has proven a hundred per-
cent fatal, is that correct?

Dr. Koop. That is correct, si:.

The CHAIRMAN. And it is true, is it not, that unless we mount an
aggressive campaign to control the spread of the disease, the
gmigb;f?of infected Americans could climb as high as five million

y ?

Dr. Koop. I think that is correct because we have neither a drug
for cure nor a vaccine for prevention.

The CHAIRMAN. It seems that our best efforts are, one, the devel-
opment of a vaccine, and second, the whole question of education.
You have ‘dentifi~d these goals in your report.

Now, your recommendations require support from all levels of
government end the private sector. What do you think should be
the role of the federal government in terms of the information
campaign?

Dr. Koop. I think it is the obligation of the federal government,

icularly the Public Health Service, to make available to the
tates, to the people, to the private sector, all of the information
that we know scientifically and demonstrate to them our willing-
ness to work with them in any way that we can, perhaps even set
up cooperative demonstration projects.

But inasmuch as education and information are the only weap-
ons we have against AIDS, it will require extreme cooperation, and
we have to be innovative in the manner in which we do this be-
cause we are dealing with some people who are victims of this dis-
ease and are possible victims in the future who are not literate
enough to follow a report such as we hav> written, and we have to
reach those people as well.

The CHAIRMAN. Well, do you think the federal government role
is adequate, given the nature of the crisis today?

Dr. Koop. I think it is, sir, and I think that we are gathering mo-
mentum; we are getting up more steam. We are working as hard as
we can. We will be coming out with as much information as I think
the public and the State and local health officers can absorb, and
we will be standing benind them to help in way that we can.

The CHAIRMAN. Let me ask you, as a result of your own study
and the material, the information that you had had available based
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upon scientific information, should the American people be con-
cerned about catching the disease from casual contact?

Dr. Koop. No, sir. AIDS is not——

The CHAIRMAN. Let me—because we have people watching this
and for the record, it is important. We are talking about in the
workplace, we are talking about food service workers, or even from
infected children in schools.

I would like to hear your answer and I want you to tell us what
is the basis of your scientific information that leads you to that
conclusion.

Dr. Koop. All of the studies that have been done in the private
gector, in government, the surveillance by the Centers for Disease
Control, would indicate that AIDS is rot passed by non-sexual,
casual contact.

There is no evidence that you can get it by sharing towels, by
sleeping in the same bed, by usiig the same telephone, not even by
using_the same toothbrush. You do not get it from pets; nor is
there any evidence that you can catch it from insects such as mos-
quitoes.

I think that we have demonstrated as well as one can scientifi-
ca’llli that these are factual statements, sir.

e CHAIRMAN. Your report advocates that voluntary testing for
infection be kept strictly confidential. This contrasts with the prac-
tice with regard to other venereal diseases where the public het ith
department often traces contacts to decrease the risk of contagion.

Why do you feel this practice is inappropriate with AIDS?

Dr. Koor. Because the stigma that has been associated with
AIDS is real. Many afflicted with the disease or who are infected
with the virus are reluctant to be identified with AIDS. And be-
cause there is no vaccine and no cure, many feel there is nothing
to be gained by revealing their sexual contacts who might also be
infected with the virus.

And when a community or Staie requires reporting of those in-
fected with the AIDS virus to public health authorities in order to
trace those sexual or intravenous drug contacts, as is the practice,
8s you have mentioned, with other sexually-transmitted diseases,
those who are infected with the AIDS virus tend to go underground
and out of the mainstream of health care and education.

And for this reason, public health practice now in this country is
to protect the privacy of * ‘e individual infected with the AIDS and
to maintsin the strictest confidentiality concerning his or her
health records.

The CHAIRMAN. In your report, you state that quarantine has no
role in the management of AIDS. Can you explain why this is the
case? Are there any situations where quarantine is apgropriate?

Dr. Koor. First of all, to identify those people who should be
quarantined would be a prodigious, probably impossible task, and
maybe even cost-prohibitive. You would be dealing with, if you
coulc} find them all, as you have already stated, sir, millions of
people.

Inasmuch as I have stated that casusal, non-sexual contact is not
a source of contagion, it does not seem that that kind of quarantine
would be worthwhile.

71-317 - 87 - 2 33
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The CHAIRMAN. Dr. Windom, we are glad to have you here. We
have the recommendations. First of all, do you agree with the IOM
recommendations on the appropriate level of national AIDS re-
search an?® public health commitment?

Dr. WinooM. The IOM’s report certainly was well received and
we agree with their goals; we hope that they can be achieved. I
think that the progress we are making now is certainly going
toward that goal, and I think from year to year we will see it in-

cr?i‘e;;ngﬂmu.'l‘hro h the past few days, I have heard the Sec-
retary of Defense and Secretary of Education. One responds
that you cannot solve problems by throwing money at them; the
Secretary of Defense believes that probably you can.

Let us put that aside as a debater’s point . 1d look at the real
allocations of priorities in these areas.

In terms of the dollar figures in the area of research, you have
approximately a $91 million increase, up to $413 million, which is
not even of what the recommended figures were in terms of
coming to grips in a serious way with this scourge that is giving us
100 percent fatalities.

You have also proposed a very inal amount for education—
you pro| $112 million; again, $1 billion is what has been rec-
ommended as which could be appropriately, vsefully, effec-

tively spent in this area.

We must stress education now, given the certain lag that w:
have before we can make a use of vaccine available. How do you
justify that? Are you going to oppose the efforts that I and others
are going to make to try and make sure that you get adequate
funding in terms of both the education and the medical research
program in the budget?

Dr. WinpoM. Senator, the issue of AIDS is our priority in the
Public Health Service and in the Department of Health and
Human Services. At this time education is our major effort to
reall{ozme forth with a means by which we can prevent that dis-
ease y.

The funding needs projected for 1991 by the IOM indicate that
they agree that we need support and effort from every par: of our
country. We need the media, which have done an exceﬁ:{)t job to
date with hour-long or longer television programs, and cooperation
in the education effort throughout our society.

Through the Public Healtb Service as a resource of the knowl-
edge ana the best information known today—which will be chang-
ing as we go forth—we will be able to provide effective ‘nformation
and education.

I think the progress has been very rapid in that short time, since
five-and-a- years ago this disease was not known. We are stress-
ing and using the funds very adequately, along with su;:fort and
cooperation from many other segments of our society and govern-
ment.

The CHAIRMAN. Well, I am not sure that completely responds to
the question, but [—

Dr. Winpou. In the area of research, we have given top priority
to AIDS research throughout the Public Health Service, and we
have no plans whatsoever to decrease that emphasis.

N
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As Senator Weicker indicated earlier, the basic biomedical struc-
ture that we have in our federal programs and throughout the
nation has made it possible for us to advance so rapidly.

So, besides just targeted money for AIDS, there will be mané
areas of research going on that will have benefits that will spin o
to the disease like it has in many other diseases.

The CHAIRMAN. Just one or two points. One is I think you can
demonstrate quite clearly from an examination of the NIHV budget
that you are really robbing Peter to pay Paul; that you are taking
resources from research in the areas oly cancer and a wide variety
of other kinds of diseases where there is a high degree of approval
cf various research programs under tl::aieer review system that
ought to be funded and that can really e a very significant and
major impact in terms of the quality of health of the American
peopie and siphoning those resources off to the AIDS program.

will give you an opportunity to respond or you can respond in
greater detail, but I tmnk' any fair examination of the budget
would have to draw that conclusion, and that is wrong; that i

wrong.
And I want you to be ve clear that we are going to do every-
thing we poseibly can to rerdyreas that kind of a situation. I v.ould
give you an opportunity to comment, if you want, on it.

. WiNDOM. Senator, each year there has been a continual in-
crease in the awards and the funding of the National Institutes of
Health. Also, this next year there will be the highest number of
research award ts ever in history. So we do not feel that we
are sacrificing other r wearch, but we are trying to bring some sta-
bility to that funding level.

The CHARMAN. Well, as you know, the administration is recom-
mending cuts in NTH of $649 million this year and next year. Sena-
tor Weicker makes these points very well as a member of the Ap-
propriations Committee that basi y the increases are coming as
a result of the actions here in the House and Senate.

I do not want to divert the thrust of these besrings other than to
make sure that we put :n some perspective, as we begin these hear-
ings and other committees do, agzut where we are in terms of both
the research and the education program.

Dr. Koop, T would just say finally and then I would yield to Sena-
tor Weicker, that one of the programs that we see not so frequently
or sometimes with children—on those Suturday mornings, you see
a whole series of cartoons. There never seems to be any interven-
tion in terms of whether it is AIDS or other public heslth kinds of
questions.

I am sure you are familiar that those cartoons run from God
only knows what time, early in the morning until noontime, and it
is an ongoing and continuing process. You might just get a look at
it and see what opportunity there might be for intervention in
those areas.

Having gone through the holiday season with some little grand-
nieces and nephews and hearing those television programs early in
the morning and knowing their rapt attention, there may be an op-
portunity for early intervention.

Senator Weicker.

Senator WEICKER. Thank you very much, Mr. Chairman.

Q
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First of all, to the Surgeon General 1 would like to say that I
think this report of yours on AIDS is a.. sutstanding piece of work.
Since this is being carriea across the country, I wonder if you
might tell the average citizen how he or she can obtain a copy of
this report.

D1. Koor. They can write to the Public Health Service and re-
ceive this. Let me see if I can find the number. The local Red Cross
will supply it. The number you could call in Washington is 202-245-
6867, but we have another line which I do not see here. I am sorry.
I do not think it is in this.

You can call the hotline for more information on the disease
itself and you can get information on how to obtain the report at
the hotline number, 1-800-342-AIDS.

Senator Wricker. Well, indeed, if there is any of the Surgeon
General’s staff here that can supply the mailing address for a re-
quest, ] wish they w-uld do so because I think that no one book
encapsulizes the problem better than this work. While there is no
final solution to the problem, the Surgeon General’s report certain-
ly highlights those steps that could be taken as a matter of precau-
tion.

I also want to read the conclusion of the Surgeon General’s open-
ing letter. I might add this letter, as is indicated in the report—was
a:t v:na'ltten by any staff member; it was written by the Surgeon

neral.

Dr. Koop says, “At the beginning of the AIDS epidemic, many
Americans hagslittle sympathy for people with AIDS. The feeling
was that somehow people from certain groups deserved their ill-
ness. Let ur put those feelings behind us. We are fighting a disease,
not people. Those who are already afflicted are sick people and
need our care as do all sick patients.”

I just want to say both in terms of its science and in terms of its
aditorializing, this is one good piece of work.

Dr. Windom, I am going to ask some questions that I realize
might be » little contentious, but * think they are deserving of
some response. I waat to point out also to all those attending the
hearing that the cooperation which Dr. Windom, as the Asaistant
Secretary of Health, has given to this Senator, and indeed to the
Appropriatirns Committee, has just been outstanding.

It was lar ly through his efforts that I was able to achieve addi-
tional funding for the clinical trials of AZT on the floor of the
Senate last year, and he has been totally responsive to any matter
that has been raised before hir I ex that as a matter of our
personal relationship rather than the budgets, which I plan now to
discuss for a minute, knowing full well that those budgets are not
devised by you, but probably more devised at OMB than they are
at HHS.

The CHAIRMAN. Do you feel like you are being battered up before
the cooking? Do you think you are being warmed up here a little
bit? [Laughter.]

Senator WEIckEr. No. This is a good man; I mean it. I am not
going to geu in a fight with him, but I do say that the final determi-
gaﬁi:n of our commitment to any problem in this nation is the

udget.
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It is a very unerring—it is an apolitical document. It i3 not philo-
sophical. The dollars and cents are there. You can make all the
statements that you want, but when it is finally said and done it
conieis down to are you going to put your dollars out there for the
problem.

Senator Kennedy correctly raised the problem that we have here
in this s budget. It is that in the request of the Administration
for number one, they have asked that $334 million in re-
search funds be delayed from fiscal year '87 to fiscal year 88, and
then they tack that 334 onto fiscal year ’8S.

So, realiy, what you are talking about, since I dare say the delay
will -3t be approved by the Congress, is thac there is going to be
roughly a $600 million reduction in NIH funding, per the Adminis-
tration request of ’88.

Again, I have to repeat I would 1ather doubt that the proposed
delay and cuts in the NIH budget are going to be approved by the
Congress, but it proves to be a real problem insofar as the public is
concerned. You cannct go ahead and abandon your basic research.

I am a novice in this thing; I am not a doctor. I never took any
science courses; they were far too tough when I was in college.
When I was given my choice of a science course at Yale, I took
what was known as rocks and stars, which was geology and astron-
omy, and I stood away from anything else. So I do not pretend to
be an expert.

But when I first joined the Committee, for cxample, progress was
being made in conquering the Herpes virus, and you might think
that this would be in the infectious diseases area, sexual diseases,
et cetera.

Actually, the greatest progress sgainst the virus that was made
over at NIH was in the Dental Institute, and I only use that as an
example tnat we do not know where the breakthrough is going to
come from and we cannot abandon the funds that go to basic re-
search, as is clearly evidenced by the Administration’s budget.

I am going to use their own words, where they say, “Of this total
amount, $334 million is derived from a proposal to extend the
availability of a portion of 1987 research funds.” They then request
$5,535,000,000 in new budget author ity for FY '88.

Again, further on, “To maintain a balanced program and, at the
same time, respond to the public demand for deficit control, the
NIH proposes to extend the availability of $334 million in ’87 ap-
propriations and defer the spending of this amount until 1988.”

And then it says, “In the ’87 appropriation”—these are the Ad-
ministration’s words—‘“the ’87 appropriation provided a 17 percent
increase ip research funding over ’86. Such a large increase, espe-
cially in research project grants, cannot be sustained without sig-
nificant displacement of other activities.”

Now, this just is not so. Indeed, I have got to say to you that not
only do I think there should be additional funding for AIDS, but
we should continue the progress that we have made in the basic
research across the board accomplished by NIH and thro.agh the
various grant programs and among the various medical schools and
universities of this nation, especially, I might add, with something,
to use the common parlance, as flaky as the AIDS virus where you
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do not know what is going : come next or where it is going to
come from.

I know this is tough. Dr. Windom, I do not know if you and I
have had #n appropriations seseion yet, but I have gone through
this for six years where it is very difficult to elicit from the men of
science, which you are, the accurate response when indeed you
have had numbers pushed down your throat from a political docu-
ment rather than a scientific document.

Maybe you read the numbers differently than I do, but if indeed
the Administration '88 request does not include a delay of ’87
%n?ds,isittruethatitwillbemmﬂlion less for NIH than in

Dr. WinpoM. Thank you, Senator, for the comments at the begin-
ning and also at the end, and I want you to know that we are very
pleased to work with you and cooperate in these efforts.

Now, the question you asked specifically is “Will there be a de-
crease?” You are correct: Without the carryover provision, the Ad-
ministratiun’s 1988 request is $600 million less than the 1987 ap-
propriation. This is the reason the carryover proposal is so very im-
portant. What we are doing is asking that there be 700 fewer new
grants awarded this year. Now, that still leaves 5,600 new grants,
new awards, new research projects to be granted.

We are cutting dowp in the am2 it in order to take that $334
million and trensfer it over to the next year. This does not mean
that any of the current research projects that are ongoing will be
decreased or .

As you mentioned, it is true that an estimated 65 percent of re-
search performed in one area, something spins off to the other, as
you mentioned with Herpes. Those basic research programs are
continuing.

So we have to look at the new awarded program request for 5,600
grants, and look at thoee in priority. Therefore, we are “-educing
the 6,300, down to 5,6¢", but still maintaining priority for AIDS be-
cause of its impact on the country. We have given priority to that.

So we will have to level off somewhat, but the total number of
grants is still high. It is the highest ever.

Senator Wrickzr. Fair enough, and I do not dispute exactly what

ou have said. But, please, everybody understand that what is
AI% paid is t!mt within the scientific challenges to this nation,
is a priority.

I come from point of view that among the priorities of the
nation as a whole, science is a priority, and science falls between
the cracks as compared to other endeavors of the government
where there are substantial increases.

One last question to either you or Dr. Koop, or both. In the Sur-
geon General’s Report on AIDS, you state that in the year 1991—
and we are only talking four years from now—an estimated 145,000
patients with AIDS will need health and supportive services at a
total cost of between $8 and $16 billion.

Now, mind you, I have just been talking about a $5 billion NIH
budget for '88. We are tafking, according to the Surgeon General,
about $8 to $16 billion in health and supportive services in 1991.
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Have any of you got any idea as to how we intend to start to
our resources to pay for this tab, and has the Administra-
tion been so notified that this problem is coming over the hill?

Dr. Koor. I would be glad to defer to Dr. Windom. ughter.]

Dr. WiNpoM. Yes, sir, it is coming over the hill and from the
Hill. We are concerned about this, and that estimation is based
upon the information we know today, and that is all we can use to
project.

ith the mechanisms we have in place and the cooperation of
States and local communities in dealing with the disease and man-
agement, we need to and we are planning to expend the money and
project forward and work toward that goal.

nator Werckzr. Well, I thank you very much.

. Koop. Senator Weicker, I have the information you requested
about how to obtain copies of the Surgeon General’s Report.

Senator Weicker. Dr. Koop, I wish you would give tﬁ:t informa-
tion.

Dr. Koop. For a free co f the Surgeon General’s Report on
AIDS, one could write to , Post Office Box 14252, Washi ,
D.C. 20044. By telephone, call either one of these 800 numbers:
800-443-0366 or 800-342-AIDS.

Senator WeICKeR. I just want to relpeat on this again, this is the
Surgeon General’s Report on AIDS, It should be in every home in
this nation, and I would ask Dr. Koop once again to give the mail-
ing address and the phone number in order to get a copy of this

report.
g)r. Koop. The mailing address for a free copgoof the Su‘?eon
General’s Report on is AiDS, Post Office Box 14252, Wash-
ington, D.C. 20044, and the two telephone numbers, 800-443-0366
or 800-342-AIDS.

Senator Weicker. Thank you very much. Thank you, Mr. Chair-
man.

The CHAIRMAN. Senator Metzenbaum.

Senator MerzENBAUM. Dr. Koop, Dr. Windom, I do appreciate the
kind of leadership you have provided in this area and your willing-
ness to s very bluntly and openly about that which is obvious-
ly one of the most challenging medical problems this nation has

aced in many years.

I am particularly concerned about the &'gblem of AIDS with re-
8 to children. Since 1981, there have been 308 cases of AIDS in
children, 187 of whom have died. There are estimates that there
a;ekZ, children who are inflicted with AIDS but who do not get
sic

Most children got AIDS from their mothers who were drug ad-
dicts, and ¢ )me children are infected through blood transfusions.
Some estimate that 100 to 300 babies with AIDS have been aban-
doned in hospitals by their parents, most of whom are drug addicts.

The fact is that efforts to place these children in foster care or to
set up group homes for them have run into community opposition.

In the last session of Congress I succeeded in tting attached to
S. 2345 an amendment that would instruct the gcretary to under-
take a survey to establish the following: A, the number of children
with AIDS nationwide who have been abandoned by their parents
and who are living in a hospital environment; B, the number of
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such children who have been placed in foster care; C, the problems
being encountered by social service agencies in placing children in
such care; and, D, recommendations for improving the care of pedi-
atric AIDS cases who lack ongoing parental involvement and sup-

port.
I cannot think of anything sadder than a little child who has
AIDS who is rejected. y wants the child. The child is prob-

ably not even aware in some instances that he or she is being re-
Jjected, too young to com end that.

My question is, even this amendment was adopted by the
Committee, the bi!l itself never passed, might your office be willing
to ide that information for us so that we might see what we
could do from a legislative stand¥oint to help you.

I think if we do not get at the facts with respect to the number of
children afflicted with AIDS, we are going to have great difficulty
in dealing with the issue.

Dr. Koor. Senator, I think you remember that my background is
pediatric surgery, for 35 years.

Senator METZENBAUM. I know that.

Z.r. Koopr. So I share your concern about the children, and al-
though I am not in active practice, I still maintain lines of commu-
nication with my pediatric colleagues and the question you have

ised is, to them, a very serious one.

One of the problems 1n a city such as New York is that so many
babies born to cocaine-addicted mothers or ‘o a mother who has
AIDS are abandoned; I suspect that your estimate is probably low,

sir.

I will tell you what is going on in government in reference to
trying to come to closure on this issue and answer some of the
questions that your amendment addressed.

There will be a meeting next month in Atlanta at the Centers
for Disease Control on children’s AIDS, and I have been working
for several months now pulling together a Surgeon General’s Con-
ference on AIDS in Children, to be held at the Children’s Hospital
of Philadelphia in April.

And I think by the time May rolls around, we will have most of
those statistics that you wanted, and I hope will have in place in
the rrivaw sector better means of coping with the abandonment
o?tg em and better means in social service of finding some kind of

r care.

The major problem with foster care, Sanator, is that the stigma
of AIDS and the misinformation that it is transmitted by non-
sexual, casual contact is the barrier to taking care of these young-
sters, but I think we can overcome that.

Senator MxrzENBAUM. And do I understand that as a result of
these meetings that probably by about May or later in June, most
of the information that we would have obtained through our
amendment will be forthcoming?

Dr. Koor. Yes, sir.

Serator METZENsAUM. Good.

No'v, according to a recent press report, an anonymous AIDS
testi~e gite in ttan has a waiting list that is two months
long. What is the situation as you understand it to be with respect
to testing, and can people in high-risk groups get tested promptly
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8o that they can have the test without bein 2xposed to the embar-
rassment and some of the other problems tgat are obvious, since it
does have that kind ¢! stigma attached to jt?

Is there any way that you could suggest, a procedure, sc that at a
minimum, there would be available testing sites where - ople
would b- able to protect their identities?

Dr. Koor. Well, I like to think that that flurry of enthusiasm
about voluntary testing, sir, perhaps is in response to the Surgeon
Generualg Report that encourages voluntary testing rather than
comnulsory :

it is, naturally, a problem either for the State or municipal
health department. I think the problem is greatest in New York,
and I think the backlog you mentioned will be caught up with on
the basis of what thi know.

I do not see where the federal 8o.ernment can get into that local
,}urisdiction in any - ‘ay, except to give advice and help when asked

or it.

Senator METZENBAUM. Can the federal govel .ment be a prod? In
other words, if you live in Atlanta, the fact that there is a testing
site in New York does not help you. If you live in Denver, the fact
that there is a test'ng site in Cleveland coes not help you.

It seems to ... that in these conferences and these meetings that
you are holding, that there might be an iten on your agenda to
advocate a proa to estaplish, wherever possibie, these testing sites
where people _an ﬁrotect their idertity.

Dr. Koor. All the people who ac.ild hear that message are in
the audience this morning, sir.

Senator METZENBAUM. Now, Dr. Windom, your testimony out-
lines many of the activitics underway by the Public Health Service
relating to AIDS, and I am glad to see that, I think that you are
moving very definitely in the right direction.

However, before we congratﬁfate the Administration too heartily
on its restonse to AIDE, we cannot forget that in the initial fiscal
year 1986 budget proposal, it called for a reduction in AIDS re-
search and related spending.

Has the Administration geen glow to respond anrd is it only now
star ing to respond v-ry actively?

Dr. WinpoM. I think, sir, that the Administration has responded
very well and it is tFrogressing each year, reulizing more and more
the importance and the significance of thir disease, and is asking
for even more money for fiscal 1988,

Senator MrTzENBAUM. Dr. Philip Lee, who is the former Assist-
ant Secretary of HEW, + -~entl wrote, “The Department of Health
ana Human Services has mileci' to give firm direction to the efforts
to understand and control the dis>ase and it has provided no over-
all strategy or program to guide physicians in how best to care for
AIDS patients.”

How do you respond to that charge? I want to say that I think
the recent report is excellent, but we are talking about an ongoing
plx;oglax;n and yesterday rather then today. Is there a definite
change?

Dr. WinboM. Ye., sir. We are very nctively involved through a
number of our agencies. Qur Centers for Disease Control ?ublishes
weekly a morbidity and monality report that features AIDS very
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often, and that is published in the Journal of the American Medi-
cal Association and other publications.

We hsie cooperated, also, with phys..ians in putting on com-
bined conferences throughout the nation for education and infor-
mation to them. So I feel that we are very actively involved in edu-
cating the medical profession.

Senator METZENBAUM. I am always concerned about the possibili-
ty that there is a lot of research going on, but it fails to have any
coordination. I remember many years ago, as a private citizen, I
was national cochairman of the Citizens Committee, Commission,
or something, To Conquer Cancer.

I had the feeling that there was not that kind of coordination
that was so important and so vital. What kind of federal supervi-
sion do we have today to coordinate the various clinical investiga-
tions that are underway at this time?

Dr. WinpoM. Senator, we have a very active program among the
five agencies of the Public Health Service, a coordinated research
task force looking at drugs, vaccines, and also biomedical basic sci-
ence research, and it is ongoing and increases its efforts all the
time.

Senator MeTZENBAUM. How much of the current research is
being funded by private sector companies with federal dollars?

Dr. WinpoM. Well, there are grants that the Public Health Serv-
ice makes to private institutions for research scientists to do re-
search there, and along with those grants from the federal govern-
ment they also have either State or private funds.

I do not have a figure, Senator, at this moment. We can get that
for you if we could figure out the exact numbers. I do not know
that, though.

Senator MeTZENBAUM. I would appreciate that figure.

Now, let me ask you, the FDA considers this research, as I un-
derstand it, proprietary, and therefore information cannot be made
public unless the compan;’ agrees. Is that correct?

Dr. WinpoM. Unless the company——

Senator METZENBAUM. If federal funds are used and the private
drug company corducts its investigation, the FDA, as I understand
it, considers the results of that investigation proprietary and the
results cannot be made public unless the compeny agrees. Now,
was | misinformed on that?

Dr. WinpoM. Are you referring to the studies that are presented
in the information to the FDA for evaluation of the drug?

Senator MerzENBauM. Well, I am talking about the research
being done by the private sector with federal funds and then the
submissions to the FDA for approval to market and the question of
where the public dollars fit into that picture and where the public
interest fits into that picture.

Dr. WinpoM. W- 7', publ” dcllars in certain instances are not in-
volved at all bec: .se the research is funded strictly by the drug
company. If it is in collaboration with studies that are being done
at our various health agencies and National Institutes of Health,
tle federal goverame - is involved in helping direct those research
studies, clinical studies, and clinical trials.
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Then, in combination, the drug goes to the FDA to see if it is ap-
proved for general use and then given to the public. I think there
18 definitely a correlation with both interests.

Senator METZENBAUM. My concern—and the Chairman has
pointed out that my time has expired, but my concern is that feder-
al dollars are used. The private company using it, conducting the
research, then gets to a point where it wants to go to the FDA, and
at what point does this information become available so that not
only that company can use it, but other companies as well, and
that it becomes a matter of public interest being served?

Dr. WiNpoM. As soon as that evaluation has been completed
to——

Senator METZENBAUM. Pardon?

Dr. WiNpoM. As soon as that evaluation has been completed to
determine that that drug is safe and effective, and then it goes to
;hedpublic. I am not aware of any reason that that would be with-

eld.

Senator MerzENBauM. No, but I am talking about the steps
before it gets approved by the FDA.

Dr. WiNpom. It has to meet certain criteria of clinical trials to be
studied in human beings. Some studies are done by the strictly pri-
vate sector; others are dore in combination because of the work
through our National Institutes of Health.

Senator METZENBAUM. Well, I have some further questions on
this because I am not sure I am satisfied with the response, but we
can talk further privately.

Dr. Winpowm. I will try to clarify that later. Thank YOu.

The CuairMAN. I think if I could just underline what Senator
Metzenbaum—I think there is a sense of urgency about this whole
proposal which I think we feel, certainly from being out and talk-
ing to our constituents.

We believe that both of you obviously are committed to it, but we
are constantly inundated about the slowness of the bureaucracy,
the failure of meetings to take place and other kinds of urgency
that we hope can be expressed with leadership within the Adminis-
tration.

I am sure that Senator Metzenbaum has other questions, but
that is something that I am constantly asked about.

Dr. WinpoM. Senator, may [ answer in response to that, that
only in Septer.ber did we have evidence that there was even a pos-
sibilitv thar » arie ... . - = ewrv asnc LUMMissioner
~vuug auu wne rUA to give top priorily to evaluation of that drug
or any rew drug that comes forward that shows promise to go
through the process as a priority, and that is being done.

The CHAIRMAN. Senator Simon.

Senator S:MoN. Thank you, Mr. Chairman, and my apologies for
being here just very briefly, but we are voting in another commit-
tee and I am going to have to return there.

Just a couple of general observations and then cne gpecific ques-
tion. One is I am concerned as I look at the NIH budget. I am
pleased that we are moving ahead on AIDS research. I hope we do
not, as a result of AIDS research, pull back on research on cystic
fibrosis, arthritis, cancer, and everything else.
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Second, I join my colleague, Senator Metzenbaum, in this tragic
situation that affects children, and I am pleased that you are going
to Atlarita and moving on this.

Finally, and this is my question, I spoke a few weeks ago at St.
Peter'’s Lutheran Church in Manhattan in New York City, and
while I wes there for that icular event, they mentioned they
havt:g:d program to help victims. They told me how it
emerged.

They had one person in their congregation with AIDS and he
mentioned there were others with problems, 8o once a week they
started having a meal and counseling for AIDS victims. They now
hﬁve in a short time 55 AIDS victims showing up ai this one

There is obviously a desperate need both for the food, I guess "or
tue company, and for the counseling. Are we doing anything to en-
courage the private sector or public agencies to get involved in that
kind of thing?

Dr. Koor. I ttink all of us who speak for the Public Health Serv-
ice around the country, sir, do talk about the effectiveness of the
private sector in this regard and encourage it to function.

T preparing my report, I did meet with 26 groups in the country
that have interest in AIDS, and they included the National Council
of Churches representing so many Protestant denominatiuns; alsc,
the Baptists, the largest Protestant denomination.

We met with the cardinals and the archbishops of the Romar
Catholic Church, and also with the Council of Synagogues. And
there is no doubt that they may have been slow to awaken to this
social responsibility, but I would say that they all expressed a great
eageiness to go forward in the kinds of things that you have de-
scribed at St. Peter’s.

Elsewhere, as you may know, in New York, especially under the
auspices of that Roman Catholic archdiocese, there has been a tre-
mendous amount of work. St. Claire’s Hospital, for example, igs a
haw‘/.elx'lﬂtl‘or AIDS victims and it has outreach to halfway nouses, and
so forth.

So I would suspect over the next several years you wou'd see a
tremendous increase in the response of the private rocior just as
you saw at that church.

Dr. WiNnpoMm. Senator, v+ ~ve four n.ajc. areas of our country

with demonstration pro’ managing and handling AIDS pa-
tients, and I want to p particularly that private four.da-
tions hav. also funded a . .r more of the centers. We are ‘efi-

nitely looking towsrd the¢ a. _a of ne~d to be served.

Senator SiMoN. I thank you. Thank you, Mr. Chairman.

The CHARMAN. Just a final point ti. .t I would like to make. Scn-
ator Weicker mentioned what the projec =d figures would be in
1991 for ihe care of these victims, as mentioned in the Surgeon
General’s Report.

The principal way in which many of those victims are going to
be cared for 18 going to be through Mesicaid, and yet the Adminis-
tration is proposing to cut back Medic 1id about $20 billion over the
next five years.

So I do think if we are going to be tair as a society in coming to
grips with this whole kind of issue and work together, it is going to
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be the research, it is going to be the education, and it is going to be
the care, and we have to be realistic. Otherw ‘se, we are really not
doing the kind of job that we should.

Senator WriCKER. Mr. Chairman, just two things. I concur with
the Chairman’s remarks. Senator Hatch is not here and he has a
statement that is going to be placed in the record.

(The prepared statement of Senator Hatch follows:]




42

Statement of Senator Orrin G. Hat=h

Acquired Immune De“iciency Syndrome Hearing

I am pleased that Senator fennedy is followina up on the
hearing I chaired last April on Acquired Immune Deficiency
Syndrome (AIDS). Our witnesses today will provide more insight
and information about what some have called our nation's, and

possibly the world's, number one health problem, AIDS.

In my own state of Utah. 49 people have contracted this
deadly disease. They are among the 29,435 cases of AIDS reported
in this country which have lead to 16,667 deaths. Just last
week, 186 Americans died of AIDS. But more are affected.

Another 250,000 to 300,000 people have symptoms, called AIDS
Related Complex (ARC), from exposure to the AIDS HTLV-III virus.
Unfortunately, many of these individuals will eventually develop
AIDS. And it doesn't stop there. It is estimated that 1.5-2
million Americans have been esposed to the AIDS virus. At least
30% of those will die within the next five years unless we can

find a cure.

Por obvious reasons, the Department of Health and Human
Services has declared AIDS its number one h alth problem. It is
responding to this epidemic with a three pr~aged attack --
through research on treatments, through research on a vaccine,
and by educating the public about how to prevent the spread of

AIDS.
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We have heard a great deal recently about new treatments
for AIDS, I was pleased to learn that we have finally taken our
first small step along this path. One study has indicated that a
new drug, AZT, can slow the progression of AIDS. 1In addition,
there are several other studies nearing completion which
hopefully will also show encouraging results for other drugs. We

have gtarted, but we still have a long way to go.

Over the last 4 years, the federal government spent more
than $186 million on AIDS treatment, research, and this year the
Reagan Administration has requested $154 million, a 43 percent
increase from last year. In addition, private pharmaceutical
companies are also investing a great amount of their own capital

into finding es and treatments for AIDS victims.

One area which may require our attention is the Food and
Drug Adminisgtration's (FDA) approval process. Some critics feel
that the traditi.nal cautious approach of the FDA may not be
appropriate when facing a life-threatening disease with no known

treatment, fThis is an issue I intend to pursue.

Throughout this discussion, it is -mportant to realize that
we at ot yet talking about a cure, only siowing the progression
of the disease. Most experts feel that a cure is years off, But

if a cure can be found, it will be found.
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i ‘he second prong of our attack has been to work to develop
} a vaccine. From 1984 to 1988 the federal government wil® spend
| more than $110 million to develop a vaccine. 'Infortunately,
whiie we have 1 1de great progress, there are a number of
technical, ethical, and legal problems which stand in the way.
The first step in the development of a vaccine is tc learn
about the cause of AIDS. We will have invested more than $500
million to learn about AIDS by the end fiscal year 1988. As soon
as the virus was identified, several companies gtarted work on
vaccines. Portunately, as you will hear later from Genentech,
the field of gene transferring has progressed to the point that

it offers the hope of rapidly developing a vaccine.

There are still a number of technical problems. The AIDC
virus has the ability to rapidly change. Because of this, more

than one vaccine may be necessary.

Once an experimental vaccine is develuped, testing it
presents a number of problewns. Because of the long incubation
period of AIDS, any experimental vaccine must be given to large
numbers of individuals in order to find out if it is effective.
Those individuals would then need to be followed for a number of

years. This is both time consuminy and expensive,

Giving an experimental vaccine to a large number disease

free Americans raises a number of ethical questions. There is
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always the chance that more people will be injured by the
experimental vaccine than are helped. Can we ethically subject a

large nu...er of people to that risk?

Even if the technical and ethical obstacles to a vaccine
are overcome, there are still legal obstacles, With our current
liability situation, many companies are reluctant to subject
themselves to the potential liability of producing an AIps
vaccine. More reforms in the areas of medica! and product

liability may be needed.

The good news is that we can do something about AIDS today.
AIDS is a preventable disease and each of us can protect
ourselves, We know that *Tps is primarily contracted from IV
drug use, gexual contact -- both homosexual and heterosexual --
and now rarely from blood products. And we can now say that

there is no risk from casual contact with an AIDS patient.

From 1984 to 1988 the federal government will spend almost
$300 million directly on AIDS prevention efforts, other
federal programs will also has an impact on this effort, Fror
example, last year, we authorized $470 million for education and

treatment of drug abuse, which should also help prevent AIDS.

While we pursue a vaccine, werk on a successful treatment,

and continue to educate the puplic about how to prevent AIDS, we
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shouldn't forget an important fourth component of our policies --

compassion,

Others of our citizens will die before the fight against
AIDS is won. They need our support. They need our compassion.
They need the hope of a cure that medical rejearch provides. And
they need to have treatment options available. For example, home
health care is a viable and compassionate treatment option fcr
many AIDS victims. I will continue to pursue home health care

legislatior. as a reality for chronically ill Americans.

In addition to providing a compassionate alternative to
traditional hospital based care, home health care also makes
economic sense. In the case of patients with AIDS, health care
costs can range from $150,000 to $170,000 from the time of
diagnosis tn death. Home health care can reduce that cost to

around $50,000.

Before I close, I would like to add one personal note. AS
I mentioned earlier, last ye:. I chaired a nearing on AIDS. One
of the witnesses at that hearing was a victim of AIDS, Mr. Nathan
Smith, immediate past president of the National Hemophilia
Foundation. Several months after that hearing Mr. Smith died
from his AIDS. I want to take this opportunity to express my
sympathy to his wife and family. He was a courageous example of

facing death, while fighting for life.
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We are facing a disease today which is taking tremendous
toll. We have and will continue to dedicate whatever resources
are necessary to stop AIDS. Congress, as always, has a
responsibility to see that money is used responsibly. I am
confident that we will win our fight against AIDS as fast a

humanly possible.
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Senator WEICKER. He has asked that I read the last paragraph of
his statement. He says, ‘“Before I close, I would like to add one per-
sonal note.” This is Senator Hatch, now.

As 1 mentioned earlier, last year I held a hearing on AIDS. One of the witnesses
at that ing was a victim of AIDS, Mr. Nathan Smith, immediate past president
of the National Hemophilia Foundation.

Several months after that hearing, Mr. Smith died from his AIDS, and I want to
take this opportunity to my sympathy to his wife and family. He was a cou-
rageous example of faci mth while fighting for life.

We are facing a disease today which has taken a tremendous toll. We have and
will continue to dedicate whatever resources are necessary to stop AIDS. Congress,
as always, has a responsibility to se2 that money is used responsibly, and I am confi-
dent that we will win our fight against AIDS as fust as humanly possible.

Senator Hatch wanted to make certain that that statement was
read into the record.

Lastly, a lot of money is being talked about here and I want to
make one point, and I get back to the Surgeon General’s R-port
where he said the feeling was that somehow people from certain
groups deserved their illness. ‘“‘Let us put those feelings behind us.
We are fighting a diseas~, not people.”

I want to point out, in case there are those who are still sitting
in sanctimonious chairs passing judgment on others, that the
money that the United States government, the taxpayers, have
spent to cure the “normal” sexual diseases over the decades far
surpasses the monev that we are talking about here.

So let not no ore think that for some reason or other this is
something special that we are attending to here. When somebody is
sick in this nation, as the Surgeon General points out, we take care
of them. We try to find the cause of the sickness; we try to cure it.

This is not any time for anybody to go ahead and start pointing
fingers at anybody else. This has been our heritage, and it has been
our heritage as far as other sexual diseases are concerned and we
are doing no more now than we did decades ago. We are all in this
together.

The CHAIRMAN. Thank you very much, Dr. Windom and Dr.
Koop. We appreciate very much your presence here.

Our second panel will be the two co-chairs of the blue ribbon Na-
tional Academy of Sciences Panel on AIDS. They are Dr. David
Baltimore, Whitehead Institute at MI'T, and Dr. Sheldon Wolff, of
Tufts University and the New England iMedical Center. Dr. Balti-
more chaired the panel on research; Dr. Wolff chaired the panel on
education. We appreciate their being with us here today.

We would understand about 20 seconds of restlessness and then
we are going to ask for the room to be quiet so we can hear this
very important testimony. We have got three panels and, realisti-
cally, probably two more hours available to us.

We do not want to inhibit the presentations, but we would indi-
cate to all our witnesses that their statements will be filed in their
entirety. We will try and shorten our questions and make them a
little more precise, less wordy, but we will try and move along.

Our next two panels are enormously interesting in terms of what
is happening in the world and then an update on what is happen-
ing with the vaccines, which is going to be, I think, extremely im-
portant in rounding out cur hearing.

P>
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So we will start with Dr. Baltimore. I want to welcome him both
as the Chairman of the Committee and also personally. We are
glad to have both of you here.

Dr. Baltimore.

STATEMENT OF DAVID BALTIMORE, DIRECTOR, WHITEHEAD IN-
STITUTE FOR BIOMEDICAL RESEARCH, MASSACHUSETTS INSTI-
TUTE OF TECHNOY.0GY, CAMBRIDGE, MA, AND CO-CHAIR, COM-
MITTEE ON NATIONAL STRATEGY FOR AIDS, NATIONAL ACAD-
EMY OF SCIENCES; AND SHELDON M. WOLFF, M.D., ENDICOTT
PROFESSOR AND CHAIRMAN, DEPARTMENT OF MEDICINE,
TUFLS UNIVERSITY SCHOOL OF MEDICINE, AND PHYSICIAN-IN-
CHIEF, NEW ENGLAND MEDICAL CENTER HOSPITAL, BOSTON,
MA, AND CO-CHAIR, COMMIT. :E ON A NATIONAL STRATEGY
FOR AIDS, NATIONAL ACADEMY OF SCIENCES

Dr. BALTIMORE. My aame is David Baltimore and I am Director
of the Whitehead Institute for Biomedica! Research and Professor
of Biology at the Massachusetts Institute of Technology, and a
Nobel laureate in medicine.

I cochaired the study that produced the recent report, “Con-
fronting AIDS,” for the Institute of Medicine and the National
Academy of Sciences. As part of that task, I also headed a panel on
research needs and opportunities.

I should like to empra’sm certain points in our report.

The speed and effectiveness with which research on AIDS has
beea carried out has been phenomenal. The disease was first recog-
ni*ed ilfa&ggl' and within two years the first report of a causative
ayrent a .

There followed a veritable explosion of new information about
the virus and the diseases it causes. This progress came about as a
direct consequence of the many billions of dollars that the United
States Congress has appropriated for basic research in biomedical
science.

It was a vindication of the !ongstanding recognition by commit-
tees such as this that we must learn all we can about life processes
because we never know just what information is going to be rele-
vant to coping with our health needs, a point that both of the Sena-
tors have made very eloquently.

The extraordinary success in identifying the agent and in devis-
ing a blood test for it has not been followed by great progress on
the two fronts we care about most, production of a vaccine and de-
velopment of an anti-AIDS .

Let me describe a bit wherein the problems lie. AIDS is a disease
caused by a virus, but the virus has a peculiarity. It does not
induce an effective antibody response. The consequence is that the
virus continues to grow inexorably in contrast to the usual virus
infections which are limited by the body’s production of antibodies.

A second consequence of the poor antibody response is that pro-
ducing a vaccine i8 going to be very difficult because we will have
to trick the virus rather than using our usual tactic of getting the
virus to do the werk for us.

Drug development is going to be equally hard. No other virus dis-
ease has ever been cured by a drug, although some have been held
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in check. Thus, we have the rare situation of a virus that does not
stimulate the body’s protective system, where artificial develop-
ment of protection is probably guing to require development of un-
precedented strategies, and where drug treatment would be a
ique achievement.

early, the AIDS virus a uniquely difficult problem to
medical science, one to which we cannot expect to have a rapid re-
sponse. In fact, the speed with which drugs of at least partial effec-
tiveness have been found is amazing and quite gratifying.

The research needed will require the commitment of the entire
scientific community inside government, in the academic world,
and in private industry. A crucial part of the effort will be work
with animals, particularly primates, that provide the only useful
models we have for understanding and developing treatments and
prevention for the human disease.

To get the involvement of everyone who has something to offer,
we need many things. We need to upgrade facilities at universities
and research institutes around the country. We need to bring to-
g?etger the private and public sectors. We need to encourage the

and rapid dissemination of research material.

We need to seek out the most innovative members of the scientif-
ic community and see that they become involved. We need to in-
crease our efforts in basic immunology and virology to provide the
information base for coping with the di

We need to expand research on primates and to encourage more
trained virologists and immunologists to become inte in pri-
mate research. All of this requires money, s0 we must be prepared
for lar%e research expenditures.

On the other side, I think we should avoid tendencies to central-
ize efforts, to set up czars of research, or to tightly direct programs.
Those tendencies stiflg,rather than encourage crea! vity.

_ To optimally deal with the problems posed by the AIDS epidem-
ic, the National Academy of Sciences and Institute of Medicine
Committee made a series of recommendations.

First, that we respond now by a massive educational program to
linit high risk activities because we cannot hope to soon enough
protect people by a vaccinc. Dr. Wolff will comment further on that
program.

Second, that we commit ourselves to a lonf-term rescarch pro-
gram to find the strategy that will successfully produce a vaccine
and to learn the secrets of the virus so that we can most effectively
produce drugs. This effort we expect to require $1 billion of re-
search funds by 1990.

Third, we do not try to steal the money for this program from
other biomedical research efforts, because we need to be ready to
cope with future health emergencies and we have many health
problems to deal with other than AIDS.

Fourth, a national advisory panel be established to oversee the
anti-AIDS efforts because it re?uires integration of many sectors,
including industry, State and local government, and the federal
government.

This should be an ongoing panel that should also serve the neces-
sary function of reporting to the American people periodically on
the spread of AIDS and the prospects for control.
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F'.th, the President exer. personal les ership in the ant: AIDS
campaign because a disease that will soon count its victims in the
hundreds of thousands is a national catastrophe.

Sixth, the United States play a major role in efforts to under-
stand and cusb AIDS internationally because of the enormous mag-
pitude of the problem, especially in Africa; because we have much
to learr about how AIDS is spread from studying the problem
abroad; and becausz Gi' the United States’ traditional role & - leader
in world healtn efforts.

Thank you.

{The prepared statement of Dr. Baltimore follows:]
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Statement by David Baltimore, Ph.D., director, Whitehead Institute for

Biomedical Research, and professor of biology, Massachusetts Institute of

Technology

I was co-chairman of the study that produced the recent report

Conironting AIDS for the Institute of Medicine/National Academy of

Sciences. As part of that task, I also headed a panel on research needs
and opportunities to thwart the AIDS epidemic and control the spread of
its causative agent, human immunodeficiency virus (HIV).

The needs of an adequate research program against AIDS are sc numerous
as to be intimidating. But the imaginativeness of research performed thus
far and the swiftness of acquiring knowledge through that research give
hope that further success is largely a matter of money and time. Federal
money and federal researchers have fostered much of the progress made in
understanding AIDS. The funding of future researzh will co itinue to be a
responsibility of the federal government, but the scientists engaged 1n it
should represent a stronger participztion by talented investigators from
the universities and from industry.

At this stage 1in the research effort, time 1s on the side of the
epidemic. That is why a major recommendation of our committee was to
employ education and other public health measures that we know how to
apply now. We believe that a vaccine against AIDS will not be ready for at

least five year< and probably longer. Suitable drugs against HIV infection
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_ also are a number of yearc away; promising candidates for .rug therapy
must yet undergo much testing “or efficacy and safety.

A better understanding of the .asic biological processes of infection
with HIV is required for the development of vaccines and drugs. The same
kinds of fundamental r¢ arch in virology and immunology that have enabled
finding the cause of AIDS slLould lead eventually not only to its control
but aiso to the vanquishing of other diseases.

However, success in these ventures is not assured. The ideal drug
against AIDS both must stop the replication of the virus and permit
regeneration of the immune system that it crippled. Also, the drug must be
easily administered, preferablv by mouth; it mus be nontoxic over years
of use, possibly a lifetime; and it must reach the brain, where infection
now is known to have dreadful consequences. No drug has yet been proved to
meet these criteria. The situation is similar for vaccines. Development of
an immunizing agent against viruses like HIV has never been seriously
attempted, much less achieved. Even if the scientific obstacles were
surmounted, the legal, ethical, and social difficulties in testing such a
vaccine are enormous.

Research needs also are great in the s~~ial sciences. Much more must be
known about sexual behavior, drug use, and the many other factors that
contribute to HIV infection. 3Social science research can improve the
effectiveness of education canpaigns aimed at helping people protect
themselves against infection.

The methods of epidemiology need to be expanded to enable better

surveillance of the populations acquiring HIV infection so that «e can
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determine the future course of the epidemic. In addition, academic
laboratories and the ranks of investigators must be expanded. And the
supply of laboratory animals, p .acipally non-human primates, needel in
research toward drugs and vaccines must be augmented and carefully
preserved.

The money that can usefully be spent in this research against AIDS and
HIV infection, our committee is convinced, should reach a total of $1
biilion a year by the year 1990. These funds must be new appropriations,
not money redirected from other health or research programs. AIDS is a new
disease, coming on top of all the dread ills we already have to fight.

The diversity of work fo be accomplished~~-bot™ scientific research
and public education--is so great as to elude successful approach by any
one entity. Neither the public sector, the private sector, nor any
particular agency, organization, or group can be expected by itself to
provide solutions to the multi{ -ious problems pose by the disease. All of
these approaches and entities must be organizaed in a national effort,
integrated and coordinated so that participants are working toward common
goals and are aware of each other's activities.

Toward this end, our committee recommended that a new entity--a
National Commission or. AIDS--be established to meet the need for guidance
of the national efforts against HIV infection. The commission would to
monitor the course of the epidemic; evaicsete research, health care and
public health needs; encourage federal, stat., philanthropic, industrial,
and other sectors to participate; +cimulate involvement of academic

scientists; and generally track the epidemic and the work to stem it so as
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to + “e recommendations for better deployment of the resources demanded by
the sweep o€ the problem.

The commission si:ould achieve its purposes by taking an advisory role
and by acting to bring together the disparate groups whose participation
is so crucial to halting the AIDS epidemic. The commission should have its
own budget for effective operation, but should not dispense funds.
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The CHAIRMAN. Dr. Wolff.

Dr. WoLrr. Mr. Chairman, members of the Coiamittee, my name
is Sheldon Wolff and I am Chairman of the Department of Medi-
cine—

The CHAIRMAN. Could you Jjust pull that niike just a little more
directly in front of you?

Dr. WoLrr. Okay.

My name is Sheldon Wolff. I am the Chairman of the Depart-
ment of Medicine at Tufts University School of Medicine, and Phy-
sician-In-Chief of the New England Medical Center.

One of my responsibilities as co-chairman of the IOM/NAS study
on AIDS was to chair a panel that examined matters of health care
and public health, including public education, entailed in stemming
the epidemic of AILS and the spread of the viral infection that
causes it.

The urgency of the situation is only partly portrayed by the offi-
cial reports of a relentless increase in cases of AIDS. This morning
we have heard repeatedly about the large numbers of patients both
infected and suffering with AIDS in this country t:odaivl

Most persons with AIDS can be expected to aie within two years;
hardly any survive past the third year. The larger dimension cf the
damage is that these victims are only a small proportion of the
people already infected with this virus.

A very much larger population, however, is not infected with the

virus, even though some of them are in high-risk groups for
infection. These are the pecple who must be reached by a massive
and continuing public education campaign to teach them how to
avoid infection.

Such a campaign was a central recommendation of our study. We
found that education offered the only hope of slowing the spread of
the virus over the years that we expect it will take to devise an
effective AIDS vaccine or therapeutic agent.

Education, as we mean it, includes inducing, persuading, and
otherwise motivating people to avoid transmission of the virus. The
message must be as direct as required to impress the target audi-
ences of the pril of the infection and how %o avoid it.

Target groups include homosexual men, intravenous drug users,
sexually-active heterosexuals, and adolescents. Whatever vernacu-
lars lit takes to reach them are the languages that educators must
employ.

Our committee expressed disappointment in past federal educa-
tion efforts against AIDS. In fact, we described it as woefully inad-
equate. However, we were pleased to see the report f the U.S. Sur-
geon General on AIDS which was released shortly hefore our
report, and believe that it is a step in the right direction.

Along with the education campaign. we recommended other
public health measures, including an expanded program of testing
for infection that is both voluntary and confidential, stronger ef-
forts in treatrent and preveutior of intravenous drug use, and ex-
periments in furnishing sterle needles and syring( s to intravenous

rug users.

All told, the education and public health measures that we rec-
ommended, can be expected to cost approximately $1 billion a year
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by the end of 1990. However, those expenditures are to be shared
among federal, State, local and private sources.

An idea of the expenses that ca. mount up te $1 billion a year is
given by only a few examples. Testing for infection, including coun-
seling, is estimated to cost approximately $40 per person. Twenty
million people in this country need to be tested, as a conservative
estimate.

The five States leading ir. spending for AIDS preveniion have
gone through $117 million in two years, but have had to tap other
State health programs to raise the money. Advertising will be
needed to push the message of prevention. Conceivably, we m..,
have to spend as much as it costs to launch a laundry detergent,
which is approximately 50 to $60 million.

These figures pale, however, in comparison wit’ the cost of
caring for AIDS patients and persons afflicted with other expres-
sions of the virus. The annual cost of care for AIDS patients at
present is estimated to be between 20 and $60,000, while the life-
time cost por AIDS case is seen to range from 50 to $150,000 per
patieat.

Thus, one could estimate, as was mentioned earlier this morning,
that it will cost between 8 to $16 billion in 1991 just to care for
patients with AIDS. Against such figures, the investment value of
preventing each new AIDS case is a huge bargain.

The high cost of care for AIDS patients already has grievously
burdened hospitals and other facilities in some urban centers with
a large number of cases. Similar problems can be expected in the
next few years to engulf facilities not familiar with AIDS. They
will need the advice o: those who have learned which techniques of
care work best.

Our committee found the most appr.priate care emphasized com-
munity-based services that keep hospitalization to a minimum. We
already see our recommendations reflected in the recent Massachu-
setts decision to fund home care for AIDS, which may be the first
such action in the nation.

International problems with AIDS and infection by its virus have
yet to provoke an adequate response from the United States. Par-
ticularly in developing nations, and especially in the nations of
Central *frica, the rate of infection with the virus is reportedly as
great as ten percent.

Such an involvement with such a dread disease imperils not only
further development of these struggling countries, but also the
very survival of their most deprived sub-populations.

These co ntries have so few health resources that they cannot
begin to cope with AIDS unless the United States joins in research
to benefit them and, consequently, us. We also should suppori the
newly-expanded AIDS program of the World Health Crganization.
It was our recommendat:on that by 1990, our total commitment to
international efforts shonld total at least $50 million & year on a
continuing basis.

Thank you.

[The prepered statement of Dr. Wolff follows:]
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Statement by Sheldon M. Wolff, M.D., chairman, Department of Medicine,
Tufts University School of Medicine, and Physician-in-Chief, New England

Medical Center Hospital

I served as co-chairman of the Institute of Medicine/National Academy
of Sciences study that issued the recent report, Confronting AIDS. My
particular purview 1n that study was a panel that examined matters of
health care and public health, including public education, entailed in
stemming the epidemic of AIDS and the s, read of the virus infection that
causes it.

The urgency of the situation 1s only partly portrayed by official
reports of a relentless increase in cases of AIDS--currently about 35 new
cases a day in the United States. Most of those persons can be expected to
die within two years; hardly any survive nast the third year. The larger
dimension of the damage 1s that these victims are only a small proportion
of the people already infected with the virus. In five years, 10 times as
many AIDS cases will have been reported.

A trexendously bigger population, however, 1s not infected with the
virus, even though some of them are in high-risk groups for infection.
These are the people who must be reached by a massive and continuing
public education campaign to teach them how to avoid infection.

Such a campaign was a central recommendation by our study committee. We

found that education offered the only hope of slowing the spread cf the
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virus over che years that we expect it will take to devise an AIDS vaccine
or therapeutic drug.

Education, as we mean it, incl'udes indvcing, persuading, and otherwise
motivating people to avoi. -asmission of the virus. The message must be
as direct as required to impress the target audiencas of the peril of
infection and how to avoid it. Target groups include homosexual men,
intravenous drug users, sexually active heterosexuals, and adolescents.
Wnatever vernaculars it takes to reach them are the languages that the
educators must employ.

Along with the education campaign we recommended other public health
measures, including an expanded program of testing for infection that 1s
both voluntary and confidential, stronger efforts in treatment and
prevention of intravenous drug use, and experiments in furnishing sterile
ne~dles and syringes to drug users.

All told, the education and public health measures we recommended can
be expecced to cost §1 billion a year by the end of 1990. However, th-se
expenditures are to be shared amor ‘ederal, state, lucal, and private
sources. An idea uf the evpenses that can mount up to $1 billion a year is
given by a few exarples. Testing for infection, includ?ng covnseling, is
estimated to cost $40 per person; 20 m:illion people to be tested 1s a
conservative estimate. The five states leading in spending for AIDS
prevention have gone through $117 million in two years, but have had to
tap other state health programs to raise the money. Advertising will be
needed to push the message of prevention, conceivably as much as has been

spent to launch a new laundry detergent: $50 to $60 million.
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These figures pale in comparison with the costs of caring for AIDS
patients d persons afflicted with other expressions of the virus
infection. The yearly cost of care for AIDS patients is estimated at LY
$20,000 to $60,000, while the lifetime cost per AIDS case is seen to range
from $50,000 to $150,000. Against figures such as these, the investment
value of preventing each new AIDS case is a huge bargain.

Our committee expressed disappointment in past federal education
efforts against AIDS. However, we were pleased to see the report of the
U.S. Surgeon General on AIDS, released shortly before our report, and
believe that is a step in the right direction.

The high cost of care for AIDS patients already has grievously burdened
hospitals and other facilities in some urban centers with a large number
of cases. Similar problems can be expected in the next few years to engulf
facilities not now familiar with A1DS. They will need the advice of those
who have learned which techniques of care work best. Our committee found
the wust appropriate care emphasized community-based services that keep
hospitalization to a minimum. We already see our recommencations r-flected
in the Massachusetts decision to fund home care for AIDS, which may be the
first such action in the nation.

International problems with AIDS and infection by its virus have yet to
provoke an adequate response from the United States. Particular., in the
developing nations, and more especially in the nations of Central Africa,
the rate of infection with the virus ic anecdotally reported as great as

10 percent. More than six percent of emplcyees at one hospital there were

found recently to test positive for contact with the virus. Such an
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involvement with such 4 dread disease imperils not only further
development of the struggling country, but also the very survival of ;ts
most deprived subpopulations.

These countries have so few health resources that they cannot begin to
cope with AIDS unless the United States joins 1n research to benefit them
and, consequently, us. We also should pitch in with the newly expanded
AIDS program of the World Health Organization. By 1990, ¢ . .otal
commitment to international efforts should total $50 million pPer year on a
continuing basis.
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’gle CHAIRMAN. Thank you very much, Dr. Wolff, for your pres-
entation.

If we start with Dr. Baltimore, the IOM recommended $1 billion
a year for expenditures on research on AIDS by 1990. Why do we
need to spend so much money?

Dr. BaALTINORE. We need to spend so much money because it is
such a complicated problem. It takes in so many different disci-
pline- and, as I said, it involves inventing new methods of vaccine
production, new methods of drug development that have not exist-
ed before, have not had to exist before.

These are expensive matters partly because we do not know
where we are going, and so we have to take every avenue of ap-
proach that might conceivably be helpful. Also, the need for pri.a-
tes makes it a very expensive business because they have to be
cared for carefully and humanely, but they are very necessary in
trying to develop models so that we can understand the transmis-
gion of the virus.

We do not actually understand the transmission of the virus ex-
tremely well in human beings at all. We know who gives it to
whom, but we do not really know how. Those kinds of things could
be learned, I think, only by studying primate models.

So there are huge expenditures necessary. There are very expen-
sive kinds of research necessary, and we have to bring whole
groups of people into the problem who have not been involved pre-
viously, including the emic scientific community.

The CHAIRMAN. The Administration recommends $413 million for
research in '88. Whet is ,}’°‘“' medical and scientific evaluation of
whether that is sufficient?

Dr. BaLTiMORE. To my mind, that is not sufficient. We were very
pleased to see that the Administration had recommended an in-
crease in the AIDS budget, but our own projections—=and they are
not p-ecise to the dollar—were that it would take $1 billion by the
199C oudget.

And projecting that back to this budget, I would think that this
budgt;: should provide something over $500 million for AIDS re-
searc

The '(’)HMRMAN. Do you know where you would pu .ae additional
money?

Dr. BALTIMORE. I would have to 3o a detailed analysis of where
the needs are.

The CHAIRMAN. But you are satisfied that there are—-

Dr. BAL"IMORE. I think there are many opportunities where that
money can be used very effectively.

The CHAIRMAN. It has been proposed that we have a national
commission on AIDS. What would it do?

Dr. BaLTiMORE. I think it would help the American public to
make a continuing assessment of the developments in this area. It
would help to coordinate activities between groups that have not
historically been involved with each o.her, particularly the re-
search efforts in private industry and the research efforts in the
public sector.

It would help to assess the international situation and see its rel-
evance to the United States. We do not see it as a commissior that
is directing research or that becomes the conduit for r:search
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funds, but rather a kind of overarching commission that v-ill lock
at the problem broadly and help people cope with what is an in-
creasing burden on the society in so many different directions. As
Dr. \Zolff had said, this includes health’ facilities as well as re-
search.

The CHAIRMAN. Let me ask Dr. Wolff, one of the knottiest prob-
lems that we face, it seeme to me, is how to conduct a comprehen-
sive education program without offending the sensibilities of many
people on these delicate subjec(s.

What is your feeling \bout how we ought to proceed?

Dr. WoLFr. As you might imagine, we have giscussed this subject
in great length and we share your concern about offending people’s
sensibilities. On the other hand, we feel t at to allow this disease
to continue unchecked is much more offen.. re.

We believe that there are means for educating people in a taste-
fi. way, but nevertheless getting the message across. We feel very
strongly that one has to be explicit. In other words to “sa; it like it
is” if we are to get . rough to the groups that we are interested in
reaching.

Certainly, there are some ot” r very sensitive issues that seem to
be handled in very open ways .a our media - -ithout otfending a lot
of people’s sensibilities.

The CHAIRMAN. No problems in killings and shootings end v. -
lence on the television.

Dr. WoLrr. Right, correct.

The CalRMAN. And yet sometimes there is hesitancy in matters
which can make the difference between life and deat}

What leads you to believe or what evidence is tt e that these
education campaigns, these effurts to change behar 1l patterns,
can really be effective?

Dr. YoLrr Well, there is some correlative evidence. When the
gay community——

The CHAIRMAR. There is what kind of evidence?

D+. WoLrr There is supporting ~vidence.

The CHAIRMAN. Fine.

Dr. WoLrr. When the gay community began very intensive local
educational activities in plac~s like San Francisco there was much
wider use of condoms and associated ‘xually-transmitted diseases
such as anal gonorrhea dropped by 90 percent viithin a year.

Since we know the use of condoms wi" »..p the passage of virus
into the recipient, we believe that the same thing would happen.

The CHAIRMAN. Do you w: 1t to comment on the Administra-
tion’s budget figures again in order that we have some kind of
guidance as we go thi.agh this process in terms of staking out pri-
orities?

Dr. WOLFF. Yes.

The CHAIPMAN. 1t is about $121 million.

Dr. WoLFF. Yes.

The CHaiR:iAN. We recognize, as Dr. Baltimore said, ve are not
just talking about federal; we are talking about States, local com-
munities, groups, business, church oroups, and others

But given the amount of your own consideration, the consider-
ation of the commission on this issue of education, are there
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enough resocurces there, with $120 million, to do the kind of job
that should be done?

Dr. WoLrr. No, as you know, we asked that §1 billion be made
available by 1990 for public health measures and public education.
This money was not just for advertising or just for public educa-
tion. It was for testing, it was for counseling, it was for trying to
improve in some way the handling of drug abuse; not the interdic-
tion of drug abuse, but rather the treatment of drug sabusers.

We heard in some of our hearings in New York, for example,
that methadone clinics were over-subscribed; drug abusers could
not get into them. It cost about $3,900 a year to maintain a patient
on methadone. It costs up to $150,0C” to .reat ¢ case of AIDS. We
think that the trade-off is considerable.

The CHAIRMAN. I would ask you both, on the recommendation of
the Administration in terms of the budget, we Liave this reduccion
in NIH. As rec rch scientists who are s’ ‘ongly committed on
AIDS, is this a . :oublesome factor? Are you concerned not only
about the priority that AIDS has, but are you concerned about the
withdrawal of funding for these other areas of research as well, Dr.
Baltimore?

Dr. BaLTIMORE. Absolutely. The opportunity that we have today
to understand the basic cellular processes t+at lead to diseases like
cancer, heart disease and others, those opportunities are without
precedent in history.

We could be doing a tremendous ¢ ount more work today than
we are, and the only limitation is fu.ds. The scientific commun..y
consists of people very well trained and very dedicated to research
activities and, real'v, the limitation on how much they can accom-
plish, how much .nore they can learn about cancer, how m:ch
more they can learn about AIDS, how much more they can learn
about the fundamental virology and immunology that is behind so
many diseases is th< Lmitation of funds.

To see the Administration recorimending that money be taken
from this year’s budget and that next year’s budget be even less is,
to me, shocking and seems to me to be a total misreading of what
the priorities of this country aght to be.

The CHAIRMAN. Dr. Wolff, do you want to make a comment?

Dr. Worrr. Yes, Senator Kennedy. I would like to emphasiz:
and support whst Dr. Baltimore just said and what you and Sena-
tor Weicker have said earilier. I would like to add that I think it is
incredibly short-sighted.

Let us suppose that we were lu’ 'ty and in five or ten years we
had a treatment for AIDS and a vacc  for it. There would have
been precious time lost in dealir.z wiv.. other very important dis-
eages.

Most importantly, I would like to take exception to one of the
things that the Assistant Secretary said this morning. I agreed
with many of the things he said. However, when he said that a cut
to 5,600 grants this year wou'd not affect new grants, I think that
that is patently wrong(.)

Youu cannot cut 700 grants out of the NIH's budgei and not
expect very disastrous consequences in the scientific community,
and I think those consequences will be far-reaching.
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The CHAIRMAN. I am sure that that is a pretty good cue for Sena-
tor Weicker . come in. I would just ask you v"ether both of you
believe—you are scientists, you are researchers, leaders in this
area of research and education.

Would it make a difference if the President became involved in
tkis in terms of providing leadership on it?

Dr. WoLrr. Y .. I would urge him in the strongest terms to take
a strong leadership role. I think it would be most important.

The CHAIRMAN. Senator Weicker.

Senator Weicker. Thank you very much, Mr. Chairman, and I
very much appreciate the testimony of the two witnesses, but I sort
of come to expect that of the National Academy of Sciences both in
terms of your testimony and your report.

And, indeed, when a problem arose at the Centers for Disease
Control that might have been misunderstood by the public, I
turned to my good friend, Sam Thier, and asked that the Institutes
of Medicine investigate the problem so there could not be any polit-
ical connctations to it, and the Institutes of Medi-" 1e just did an
outstanding job.

To show what foresight is all about—and you indicated that vari-
ous members of the Administration might bave been somewhat
short-sighted—I point to this book that was, put out. This is the
report that you gentlemen put out, and there is a sentence in here
I think I should read because it came forth before the 88 budget
was released.

These funds must be newly appropriated, 10t money taken from other research,

because the nation's general health efforts as well as those directed against HIV
need conti1uing progress in basic biomedical science on a broad front.

So these fellows are not being sort of attuned to the politics of
the times; they made this very clear in their report before the
budget came out.

Now, I would like to, if I might, just get to the two items, the $1
billion for research that you recommend and the $1 billion for edu-
cation. If we continue at the requested level for '88 by the Adminis-
tration, we would be roughly in that ballpark of the $1 billion.

In other words, there is $344 n illion requested for fiscal year ’88,
and to project that out, in other words, for a three-year period we
would be within that $1 billion ballpark.

I am now talking gbout research, not education; I am going to
get to that in 2 minute because we has » very little there. But in
other words, that figure of $1 billion, do you consider that to be a
sgémd glg"ure as to what we should be seeking in the period of time
"88 to "90?

Dr. BALTIMORE. We were actually talking about that as a yearly
figure, not as an aggregate.

Senator WEICKER. That is a yearly figure?

Dr. BALTII "ORE. Yes, that is right.

Senator WEeICKER. Okay, all right, so we are actvally talking
about $3 billion by the year 1990, then?

Dr. BALTIMORE. Well, escalating up to that. No research program
can jump from $200 to $1 billion in a year without gross inefficien-
cies. So we saw the country developing its programs in a measured
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way, roughly doubling its efforts yearly, and that would bring us to
about $1 billion.

Senator WEICKER. Now, the reason why I am especially con-
cerned about this figure is—I will tell a little secret out of school
here and I hope I do not get anybody in trouble, but for the pas*
gseveral years, the past two years at least, I have met unofficially
with various and sundry persons both within NIH and those work-
ing with NIH to ask the question as to what was actually needed in
terms of research dollars by the NIH.

Whatever that figure is, I have always come up with it in the
appropriations process, regardless of what the Administration
budget was. We all know—it is no great secret around here—there
has been no HHS budget, in other words, devised by the doctors.
and the scientists at NIH.

It is done at CMB, and I will tell you, when I asked OMB if they
had a doctor or a scientist over there tha: helped divise the num-
bers, they said absolutely not. They do not have anybody over there
that knows anything in ti.c area of your expertise, but they are the
ones that devise the budget.

What I am worried about, in other words, is I think it is terribly
important ihat ‘we be able to responsibly digest whatever monies
Senator Kennedy, myself and others are going to fight for here in
terms of AIDS research.

If, indeed, we “ave been falling short—and I am saying within
the last two year:, not before that, because I think before that we
have a huge shortfall—I would certainly hope that the National
Academy would work with us, in additinn to those that 1 have had
to work with strreptitiously, in getting straight information.

What I am saying is I do not want us to fall into the Pentagon
syndrome of just throwing money out there and seeing money
wasted, because then the credibility of the scientific community
will be in dange:. .

Dr. BALTIMORE. Senawor, I could not agree with you more. I think
that we were making a projection of what we thought would be
needed, but I think the yearly appropriation process has to look at
what it is we can really do and what monies can really be used.

It is my impression that more money could be used in the 1988
budget than is there. How that should project in ’89 and '90 and
beyond that, we made a guess at, but I think we have to take a
look at that guess each year and see where we are and see what is
coming along.

If, for instance, there are major breakthroughs on eitler the vac-
cine or drug front, then the picture changes enormously. On the
other hand, if many of the things that look promi<ing today turn
out not to be as promising as we hope, we may say, well, we have
got to redouble our efforts.

It will also depend very much on how effective we are with the
educational program. If we could truly prevent the sprzad of this
virus within the population by educational activities, then we
might see a different level of necessity in the development of vac-
cines and drugs.

On the other hand, I think most of us suspect that as hard as we
try at education and puklic health measures, they are likely to be
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only partialiy effective, leaving a big part that will have to be dealt
with by the traditional methods of dealing with infectious disease.

Senator Weicker. Well, now I will get to Dr. Wolff's side of this.
There is no $1 billion or anywhere near .t for education. There is
almost nothir

Staff indicaves to me that $120 million is currently projected for
education. That is far short of the $1 billion that you recommerd.
Would you like to address that?

Dr. WoLrr. Yes. Again, I would like to emphasize that the $1 bil-
lion is not just for public education, but it is also for other public
health measures to make sure that there are ade- vate facilities
available for testing and for counseling, to make sure that there
are adequate deboxjgcation facilities available for people.

We do believe, however, that a massive public education effort,
which would include not just sex education i1 the school, not jast
TV advertisement, but to reach the groups at risk ana the popula-
tion as a whole, will cost considerably more thun is presently bring
spent and, in toto, by 1990 should reach $1 billion.

Senator WEICKER. All right.

Dr. WoLrr. If I may ad one thing, Senator, in addition to what
my colleague has said.

Senator WEICKER. Please, please,

Dr. WoLrr. All morning, we have talked about research. One of
the things that is going to cost a great deal of money and v 2 are
going to have to come to grips with in this country—in the last
number of years, we have done nothing aboui our physical plants
and our instrumentation, and ovr laboratories in this country in
many places are too old; they are antiquated, they are inefficient.
Much of cur instrumentation, in fact, is outdated.

And in addition, order to do research in retroviruses, you need
certain kinds of specialized facilities. In order to stay competitive
scientifically with the rest of the world, I would hope that your
Committee, Mr. Chairman, would begin to deal with the fact that
through the years we have neglected physical facilities; we have
neglected iastrumentation.

nator Weicker. Well, I could not agree with you more. I mean,
I cannot tell you how deliﬁhted I was to have Senator Kennedy pro-
vide the oEportunity for these hearings and then to have the exper-
tise and the eloquence of those of you that are testifying come to
tl'leh attention of the American public, because you are entirely
right.

Wiether it is research, whether it is the infrastructure or the fa-
cilii s, et cetera, this nation hus absolutely neglected this to the
point where we have got a tougi 10w to hoe.

I can only, number one, assure that in the appropriations proc-
ess, which I have some say over. I will ask all of you to testif
again. But is it not amazing 10, in this nation we tay to eac
oth:r as individuals that if you do not have your health, you do not
have anything?

That 1s said a million times a day across this country from indi-
vidual to individual, but do we say it nationally as a matter of pri-
ority? No, n.. We do not have anything as a nation if we do not
have our health, but we are not willing tv go ahead and make that
true insotar as our spending priorities.
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Dr. BALTIMORE. There is perhaps one other piece to this puzzle
that might be werth putting on the table, and that is that even the
funds that are trday appropriated, if you look back at where those
funds came from, a lot of them were taken from other programs.

Senator WEICKER. Yes.

Dr. BALTIMORE. So the business of taking from other research
p to develop the AIDS budget has Leer going on for a
while, and one of the aspects of the $1 billion that we recommend-
ed was to return those funds, ly because of the problems of in-
frastructure and partly just the problems of the progress in the
various ereas of research in the country.

Senator Weicker. Well, I concur with you. Granted, our job on
Appropriations has been incomplete, but we have tried mighty
hard to stem what have been just large, massive onslaughts if you
will, by the Administration into this area.

Indeed, it is one of the major ressons why, insofar as my own
grty is concerned, I am the turd in the punchbowl. I think we

ve done as well a3 can be expected and now, hopefully, we will
be able to move on to a more positive element.

C 1 the matter of education that Dr. Wolff refers to, the impor-
tance of that—you can disagree if you wili, but I think you would
probably concur that we cau spend, for example, in the area of
drugs—everybody wants to have a war on drugs and they want the
U.3. militia and the National Guard called out, and the Army; get
more helicopters, use the Air Force, bolster up immigration. We go
on and on and on.

There is gqu}‘y cne way to stop the abuse of drugs. You will never
stop that stuff coming into this country. What you have got to stop
is the use, and if you would educate our children from two years of
ﬁﬁ on that it wil i kill you, that will stop the problem. Nothing else

The same holds true as to what you are recommending here inso-
far as any effective response to AIDS while the research goes on.

I thank you.

The CHAIRMAN. I wish Senator Weicker would oe a little clearer
about his views. [Laughter.]

It is always a pleasure. Thank you very much to the panel.

Dr. BALTiMORE. T ank you.

Dr. WoLrr. Thank you.

The CHAIRMAN. For our next panel, I would like to welcome Dr.
Jonathan Mann, the AIDS Coorcfinator for the World Health Orga-
nization. Two months ago, WHO announced an international plan
for facing the AIDS crisis, and we look forward to hearing about
the worldwide scope of this deadly plague.

I would like to welcome Dr. g’t John of the Pan American
Health Organization, who is coordinating AIDS activities in this
hemisphere. We have had the good opportunity to work closely
with Dr. Mahler and the World Health Organization. We hope that
you will give him my best personal regzrds. We admire the leader-
ship that he kas provided in the World Health Organization and
are vegﬂ_mindful of the very importent. service that they provide in
many different area of health polic}.

We are delighted to have Dr. St. Joh': here as well. We have had
a chance to work closely with PANAHO and other organizations,
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porticularly in the work of immunization of children in Central
America and other health areas which has been enormously im-
pressive. I think it has been sort of the one small silver thread in
an otherwise gloomy situation, certainly, in El Salvador and other
Central American countries, the work that has been done by
PANAHO.

We have got a major new challenge. We will look forward to
hearing from each of you. We will start with Dr. Mann.

STATEMENT OF JONATHAN M. MANN, M.D. DIRECTOR, SPECIAL
PROGRLM ON AIDS, WORLD HEALTH ORGANIZATION, ACCOM-
PANIED BY RONALD ST. JOHN, M.D.

Dr. MANN. Thank you very much, Mr. CHarMAN. AITS is a
glolﬁl health problem for both the developed and the developing
world.

The CHARMAN. We will be quier now, if we could, p.case. We
have all been very.courteous. This has been a very instructive and
important hearing and we want to make sure that our witnesses
are given all the courtesies which they are entitled to.

Dr. Msnn.

Dr. MANN. Thank you very much.

AIDS is a global health problem for both thr- d~veloping and the
developed world. The numbers of reported cases and the numbers
of countries reporting cases h-ve both ircreased dramatically.

In December 1982, 711 AIDS cases were reported from only 16
countries. As of early this week, nearly 39,000 cases of AIDS have
now been reported from 85 countries representing all continents,
for a more than 50-old increase in the number of reported cases in
the last four years.

In the Americas, 33 countries have reported AIDS. In Europe,
there have been approximately 4,000 AIDgocases reported thus far,
and we estimate there are between a half a million to one million
infected persons, such that by the end of 1988, 25 to 30,000 cases of
AIDS are ex i~ Europe.

In Asia, the AIDS virus is starting to threaten that con‘inent,
and although there have only been fewer than 100 cases of AIDS
reported from ten countries in Asia, the virus has penetrated the
high-risk groups, cases have occurred, and the future of the conti-
nent may be at stake in terms of the question of whether the virus
penetrates the large populations of Asia in the future.

Africa is clearly the most affected part of the world. The World
Health Organization estimates that there are between two and five
million Africans infected with the AIDS virus now, and we know
that in parts of central, eastern and southe-n Africa, between 4
and 15 percent of hLealthy adults are currently infectad with the
AIDS virus.

By 1991, we expect that there will be up to 1.5 million new :ases
of AIDS occurring in Africa, resulting exclusively from people al-
ready irfected with the virus.

Worldwide, the World Health Organization cstimates that there
have been over 100,000 cases of AIDS since the begir.ning of the
epidemic and that five to ten million persons may be infected
throughout the world.
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By 1991, we expect that there may be 50 to 100 million infected
persons, and this all depends on what happens in Asia and South
America. If the virus penetrates those Iarge populations, those esti-
mates will be conservative.

Worldwide, the broad impact of the AIDS virus infection goes
beyond the health statistics to realities and to fears. All over the
world, there hove been personal and family tragedies as a result of
fear and ignoraice about this virus.

The loss to society has occurred in at least two ways; first,
through the selective loss of 20- to 40-year-olds—in ¢ ther words, fa-
thers and mothers—and, secondly, through the stigmatization of
different groups in aifferent societies.

While in one society homosexual and bisexual men may be stig-
matized, in cther parts of the world hemophiliacs, fernale prosti-
tutes, Westerners, or Africans are stigmatized.

At the national level, AIDS poses a threat to economic and social
Jevelopment and stability, particularly in those parts of the worl.
where the urban elites are particularly severely affected.

In addition, ATDS has provoked reflex reactions at the interna-
tional level, reactions to restrict international travel or trade, reac-
tions to blame others—often on the basis of political expediency—
to blame others for the problem.

Finally, threat to children is critical because AIDS poses a direct
threat to the success of the child survival initiatives which have so
painstakingly been put into place in the aeveloping world.

AIDS is a dual threat to children in the developing world, first
because when the mother is infected the child may be infected.
There are parts of central and eastern Africa where ten percent of
pregnant are infected with the AIDS virus, such that five percent,
or one in twenty, of all children born in those areas are born in-
fected with the virus.

But, in addition, children are particularly susceptible to diseases
sich as malaria which result in a need for injections, which may be
given with needles and syringes that are not sterile, and a need for
blood transfusion in areas of the world wnere blood is not screened
and where one out of every ten units of blood may contain the
AIDS virus.

If we look overall, therefore, at the stresses to society crcated by
the 100,000 cases of AIDS that have occurred thus far, then we
have to ﬁroject what more than a million new cases of AIDS occur-
ring in the next five years will mean globall; .

Global AIDS prevention and control requires, first, a recognition
of the problem. We could really call 1986 the year of global AIDS
awarene ~. the year when countries and people began to realize
that this 18 not a problem restricted to one groug that this is truly
a global problem.

On November 20th of last year, the Director General of the
World Health Organization announced that in the same spirit with
which WHO undertook smallpox eradication in the past that WHO
was undertaking now the more urgent, more complex and more dif-
ficult task of global AIDS prevention and control.

This will require the development of strong national AIDS pre-
vention and control prograrr in every country throughout the
world and international le24. rship, coordinaticn and cooperation.
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WHO started its AIDS program in 1986 and we received a very
vital initial moral and financial support from the U.S. Agercy for
Inted?éational Development which allowed us to start as quickly as
we did.

We have developed a 1987 action plan; it is in the discussion
phase with the donor agencies throughout the world.

In summary, AIDS is truly a global health problem. The conse-
quences of AIDS virus infection at the personal, family and social
level are profound. AIDS threatens the limited health gains that
have been achieved, particularly in the area of child survival,
throughout the world and it threatens economic and social develop-
ment.

The epidemic of this virus is of extraordinary scope and unprece-
dented urgency, and requires a response of unprecedented energy,
creativity and resource. We are, Mr. Chairman, truly at an historic
moment, at the beginning, really, of a worldwide ep‘demic whose
dimensions and scope we are only beginning to truly understand.

It is clear thet actions that we take now have greater potential
to affect the ultimate shape of that epidemic than actions taken in
the future.

Thank you, sir.

[The prepared statement of Dr. Mann follows:]
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The World Health Organization's Perspective on AIDS:
Global Dimensions and Prospects fo: Prevention and Control

Jonathan M., Mann, M.D., M.P.H.
Director, Special Programme un AIDS
World Health Organization
Geneva

January 15, 1987

I am pleasel to appear here today to speak on behalf of Dr. Halfdan
Mahler, Director General of the World Health Organization, who was inviced by
the Senate Labor and Human Resources Committee to provide testimony to this
Committee. The T escutive Board of WHO is underway and Dr. Mahler reguested
that 1 represen. him and the Organization as Director of WHO's Special
Programse on AIDS.

When the Acquired Immunodeficiency Syndrome (AIDS) was first recognized in
1981, the disease appeared limited to a single nation and to & single group
characterized by its sexual orientation. Today, as a result of extensive
national and *‘nternational collaborative research, the worldwide epidemic of
hyman fmaunc ficiency virus (HIV) and relatel retroviruses s recognized
to be an international health problem of extraordinary scope and unprecedented
urgency.

1. Global Dimensions

NMumbers of reported cases of AIDS #nd countries reporting AIDS have
increased dramatically. As of Deceuber 1982, 711 #IDS cases were reported to
the World Health Organization (WHO, from only 16 countries. However, by 5
January 1987, 37,872 AIDS cases were reported to WHO from 85 countries
vepresenting all continents.

AIDS Case: orted to WHO: 5 Janwuary 1987

Cont inent No. of Cases No. of Countries
Africa 23 17
Americas .i230 33

Asia 86 10
Europe 3847 23
Oceania 386 2
TOTAL 37872 85

* The name human immunodeficiency virus™ has replaced the earlier
names for the "AIDS virus™, including "Human T-lymphotropic virus type
111" sand "Lymphadenorathy-associated virus”. The related retroviruses
include LAV-2, HTLV-4 and other recently recognized retroviruses
infecting humans and which are considered related to HIV, with or
without :.idence of {mmunosuppresion or clinfcal disease. In this
document, "HIV™ stands for all of these viruses.
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An edditional 40 countries (Africe - 17; Americes - Llg Aete - 8 Europe -
4) have informad WHO :het they thusfer heve no AIDS ceses to Teport.
Recicence in reporting of ceses from some areas, combinad with
under-recognition of A1DS end under-reporting to national heslth authorities,
hee meent chet the number of Teprorted AIDS cases represents orly a fraetion of
the totsl ceses to dete; these atre sotimated to be in excess of 100, 000,
Therefors, WAO considers the pumber of countries reporting AIDS cages to ° []
Sore indicetive of the 8808TSP _el extent and more relevant to sn sesessment
of the scope of the HIV pandemic than the number of officially reportad
ceses. In addition, due to rhe long ircubation period (up to aix years or
longer) from HIV fnfection to the development of clinical dieesas, the nusbar
of AIDS ceses provides, ot beet, en insccurste ond at voret, a sisleedingiy
optimistic view of tha resl extant and fatensity of HIV infection, Worldwide,
WO cotimates that becween 5 and 10 afllfon perecns or mors are cufrer.ly
infected with RIV. Pinally, recent recognition of edditional pathogenic human
Tetroviruses in Weet Africe ond epperent fdentificarion of en AIDS-1ike
retrovirus in South Agerica SuUggest the poesibil{ty that HIv may be tha firet
of a cerfes of retroviruses Tacogoizad to be capable of infecting humans and

Producing imsuncauppression.

A. The Ase_ices:

In the Americas, 91 percent of casss (28,523 of 31,230) heve beer raported
from the United Scetes vhare the epidamiologicel characteristice may be
coneidered typicel of "Westsrn” AIDS, The United Statas Public Raslth Barvice
hee eotinated that opproximately 1.5 afllion US rasidents ore N1V-infectad and
thst 270,000 AIDS ceses 11l likely have occurred by 1991, Saveral oinar
~ountries contribute substantially to the AIDS s00e totel for tha Americes,
including: Canade (75%), Bratil (754), Rafct (501), Mexico (161), end Trintdad
xad Tobago (108). wich the except’sn of Haiti end poseidly other Caribbesn

eress, the spidemiologicel peccern gppears “Western”, primarily fnvolving
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howosexual end bisexusl wen snd/or gntrevencus drug users. The
aptdemiologi~al pettern 4n Mafef appesrs {nterwediste betvsen the “Westera™
and the “African” pattern described beiow. Finally, an sdditionsl 27

countries in the Amer‘cas have each reported from 1 to 68 AIDS cuues.

8. Europe

Burops haa cepocted 3,847 cqnea from 23 countries. The latest data
sumasry fros Che WO Collaborating Centra on AIDS in Paris revieved the
apidemiological eicuation as of 30 Septesber 1986, The lergest numbere of
AIDS cases were reportsd fros France (1050), vas Federal Republic .i Germany
(673), the Uniced Kingde (512) end Italy (367). Addicionsl countries
raporcing 100 or mors cases {ncluded: Bslgius (180), Denmark (107), tha

-:Mrl;ndl (180), Spain (201) gnd Switzerland (170). As of che da%e of this
report, & countries 1o the European Region reported no casse? Bulgaria, the
Garman Democratic Papublic, Hungery and the Unfon of Sovist Socialist
Republice. Asong the 3,251 gduit cases among psrsons of Buropean origin, 71
percent v.re homossxusl or bissxual sen, 13 percent were heterosexual
intravenous drug users, 3 percent were homosexual men vho wers aleo
{ncr-venous drug usars, & percent were haemophiliace, 2 percent had received
blood cransfusions, 5 percent had nons of the above-listed risk factors and
inforastion vas not availeble for the remsining 2 percent of cases.

Most countries 1n Europe are now sxpsriencing an epidesic of RIV
infection. Current setiseces of the totsl number of HIV-infected pereons {n
Europs renge fros 500,000 to 1 sfllion or mors. Bessd on current trends. sn
astinated 25,000 ¢o 30,000 AIDS ceses sre sxpected in Europe (cumuletiva) by

the end of 1988,

C. Ocesnis

The ceses thusfar raported from Ncesnie sre o1l from Austrelie (364) end

Nev Zesland (22) and ere typical of “Western” s3idesiologic  >etterns.
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No eres of the vorld {, uore sffected by HIV then Africe, in terme of the

preporcion of the heslthy populeeton slresdy tnfacted ead probsble aumbers of

»
AIDS coges. Centrel, Boatarn gnd perts of Southern Africe sre sxperiencing
spidease HIV fnfection end thers 1 incressing gvidencs regerding o West

N African focus of sdditionsl human retrovirgl fofections, In Africe, the

spidentic of clinicelly Tecognizeble AIDS 7PE8TS to have sterted recently,
between 1975 ond 1980, THe g%ographicel scope gnd intensity of HIV fnfeccfon
in Africe fo d1ff1cli to sesess, dus to ligiced iofectinue diseass
surveillence end 1sboretory ssrodiegnostic upnb!ltt.tu ond leck of 4 widely
sccepted clinicel cons definfrion for AIDS. Nevercheless, o sinisum ¢otinaty
for the Africen continent {ncludes 2 geilfon HIV-iafected pears..s gnd 10, 000
t0 20,000 ceaes of AIDS sanually,

The proportion of heelthy edults wich serologicel svidence of HIv
infection {n the countries from AIDS-eptdentic regione of Africe renges from &
to over 30 percent, slthough meny of ¢he , " 11e8 heve tnvolved recher gmall
ond selected (often urben) pcoulecions. The snnual incidence of clinfcel AlDS
{n some Centrsl Africen cities {o ot joqut 500 to 1,000 per millfon
populetion.

Vhile the baeic modes of BIV trensmission in Africe srs tdeaticel to thoss
in the developed world (eexysl, blood contect, perinatsl), seversl fmportenc
reg1irai czristions exist. The dominant m. of HIV trensmieston fn Africe 1o
sexusl, f{nvolv.ag heterosexusl trensmission (tnfected mer *0 women; fnfected
voman to men) of ¢*s virus, Not surzrisingly, the mals to fomal retfo smong
AIDS c3ee8 or among HIV-{nfected persons 18 spproximately 1i1, ¢ HIV
SsYopravelence retss smong Africen women pristitutes sre quite high, genersily
ronging from 25 to 90 percent. Dete from Neirobi, Xanys heve denonetreted
thet once HIV {¢ introduced into 4 heterossxuelly sccive populetion, retes of

BIV fnfection Y riee dremaciceliy. Thue, {n 1980~81, & percent of fomalse
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prostitutes tested in Neirobi had entibodies to BIV; by 1985-86, 59 percent
vere ssropositive.

The importence of bluod trensfusions for HIV trensmiseion in Africe ie
suggested by the high proportion of infected (elthough hesithy) blood donore,
which resches 5 to 18 percent in some erees. Therefore, persons receiving
blood trenefusion® from thess donore may fece ¢ 1:20 to e neerly 135 chance of
becoming infected with NIV, WVhile prectices for collecting end tranefueing
blood very widely throughout Africe, ecreening of donors for HIV iafection 1@
not usually performad end storege end processing fecilities ere often

{neufficient.

While intrevenous drug uee ie virtually ebsent {n most of Africe, the
problem of BIV trensmission through contamineted n-edles existe in other
weys. AnYy needle or other ekin-piercing inetrument chat becomes coutaminated
with ¢he blood of one pereon end ie ¢%ai ueed, without proper sterilizetion,
to pierce the ekin of enother pereon cen bec i¢ o vehicle for HIV
trenemiseion. The prodles in Africe perticulerly involves injectione given
for medicel purposss, such ss for crestment of meleris, fevere, dierrhoes or
other common probleme. While such injectione sre probebly not e very
efficient route for NIV trenssiseion, persons receiving lerge numbere of
injections, especisily in perfpheral, poorly equ!pped clinice, in pare-sedicel
or non-wedirel eettinge, mey be exposed to end infected with HIV.
Portunetely, current svidence suggests thet HIV 18 not being spreed through
childhood veccinstion progreames, in ierge pert due to the longetending end
sggressive .forte tO ensui2 cleen needles ond syringes in these vitel public

heelth programmes.

Since HIV {e heterosexuslly trensmitted, pregnent women ere emong those in

Africe vho sre likely to be RIV infected, with resulting trenemission of the

Q 8
ERIC

Aruitoxt provided by Eic:

oo

(113




19

41 72 910 746 VRO GEWEUA ‘87 81/12 12149 0?

6 =
virus to their children, either befors, dur‘ng, or shortly sfcer birch. Whils
the sfficiency of mothsr=to~child spresd {e presentlv unkaown, {n aress of
Africs wheis 10 percent or more of pregnant wosen sre HIV ssropositive, g9
Bany as S parcent of 5.1 newborns ssy be HIV infected froa dirch Pasdiatric
AIDS, particulerly ¢1fficult t0 Tacoguige vhers malnutrition, respirscary end

88strointestingl fnfectionu gre common, s sn incressing probles in Africe.

Pinelly, despits importent sociceconomic snd environmentsl differsac-4 in
Hiousehold, occupstionas and othsr ssttings in Africe comparsd ufch Europs gnd
Horth Americs, thers 1s no spidemiology .al svidence to support capual contect

tran  {ssion or trenseisston through mosquitoss or other insects.

E. Asfs

In drematic contresag ¢, Africe, HIV hes only sterced to appesT in Asfe. A
suall nusber of AIDS cegee have been repor.ed from Jesan (21), Thafland (6),
Hoog Kong (3), Ind_. (2), China + . .4 %egven (1). uese coses have afther”
besn related to fwported blood and blood producte, .. to sexnsl t«-rnemission
among pereons with high rigk bshaviours (feusle o2 .ale prostitutesd.
Serosurveys have r* far demoascreted liccle or no evida+cs of HIV infaction
in genersl Agsen populstions, yet {nfections +a occur “8d smong membders of
perticuler <isk groups. The cyrrent sxtent of RIV renecretion into Asfe 1o
uoknown: the opportunity for procsction of Astis o} .nat widespresd
diesenination of 1iV {s evident and mey be vical to the futurs of thet

continent,

¥. Ths Naturs} Mistory of HIV Infection

The ewsntusl outcome of HIT 1-7sction remaine unkaown, se scientific
knovlgdge sbouat the vatural bistory of HIV fufsction 12 limited to the 5-7

y 2bssrvation period thet hes slspasd afnce AIDS wes firer descr ded.
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Three 1ajor HIV-associsted outcomes have alreaay been distinguished:
o AIDS
0 AIDS-releted 1llnesses

o HIV neurologicel disease

During ¢ f{ive yesr period, 10 to 30 percent of HIV-{nfectad persoas can be
expectad to develop AIDS. An sdditional 20-50 percent sre l1ikely to davelop
AIDS-related {11nes as. Tne proportion of infacted pareons who will have HIV
neurological disesse (particulerly dementias) {3 uoknown, but en apidesic of
pProgr:esiva nesrologicel dissase among HIV-infacted persons mus. ba conaidered
& reeliatic possibility.

Ultimately, the majority of {nfected persons asy suffar & sevare edverss

healith outcoms Or dar_.h sesociated with BIV {nfection.

G. Broad Impsct of H1V Infaction

The per onel, socisl end sconomic costs of the HIV apidenic are gnormous.
Uncarteinties regerding prcgnoeie, slong with fasrs end realitias of axposurs
and ostreciem lesd HIV-infected but asymptomatic persons to experiance higher
lavels of stress “an AIUS petien.e themselves. Tha family structurs and
tunction 1s threatenad both by fnfection aud tha loss of wothars and fethars.
The social and econowic fedric ie drr  icelly afivcted by che epidamic of
{l1nees and deeth among productive 20-40 yaar cide, which is typicei of AlIDS
spidemiology in industrielized and developing countries. In 5 rica, soctel
ond sconomic davelopment mey de threatansd by the loes of & substantisl
proportion of 20~40 yesr old p.reons, perticularly smong the urban ~lites.
Tha direct economic coste of AINS are ¢) 0 anormous. For exanpla, {n the
United States, the cotal cost of direc wmedice) cers for AIDS petiants in 1991
e astimated to reach 16 ofllfon do''+rs. In asome Cantrel Africen hoepitels,

20 to S0 percant of adult patients on medicel werds hrve AIDS or other
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RIV-celoted condicions, plecing en sddfcional burden upon elreedy limiced
heslth care systems., The combined fmpact of che RIV pendemic, of AIDS,
AIDS-Teleced disessss ond oeurologicel dirscss upon heslith cers, insurence end
legel systems, gconomic gng socisl development snd {ndead entire icyres gnd

populetions is glready oxtreordinary snd will becoms focresein vy grofound.

Threughout ¢he world, pereonsl and public resccion to AIDs has been

conafdersble. Pesrs of AIDS gqd stigmatizetion of different sroups

[{ 1 men, h philiace, Africens, Vesternere, femals Ptostitutes) have
become common phenomens. However, chie resarksble globsl respones has been
Seneraced by onl~ 30,000 ATDs €0088 in the Unired Scetes, 4,000 copce 1n
Zyrope, end o relatively fow reported ceses in wany other countriss.
Individual, tonily, group eand sociel trogedieq org occurring rcgulsrl- ge ¢
result of feers, wost often unjuscified, of HIV fafection end fce spreed,
Throughout the world, tremendous socisl pressures gnd tonsior sre beins
gonersted by AIDS and AIDS-releted concarns. Therefore, 1t gust be
sncicipated chat aoctatel scresses resuleing from che occurrance of <10, 000
AIDS ceses 1n the Untted Scoces Ly 1991, 25,000 to 30,000 Europesn AIDS conse
by 1ece 1988, gnd incTessing worldwide infections mey be correspondingly
grast. Proposed reecrictions on HIV-infected yorkers and internacionsl
travellers gnd e unforcunate tendency to blame "others” for HIV gquggests

sous edditionel incernacionsl a9%pects gsgocinted with the HIV pendemic,

Prediccions of fyucure epidesic crends gre quite difficule., 1In sddicton,
the pandemic @ppesTe to bs progressing 3eograchicelly se wall g9 incressing in
inceneity in erese elready infected, Pyrther spreed of HIV ig cercein to
occur, for sevarsl ressons:

O Pereons yith HIV gre 1kely to bs infecced for 11fe; most
vill not develop sny OyRp' omd 0T evidencs of flinege
for at lesst gaversl yorre, Au' “ng whic* time thy mey trenseit

H1V to others,
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o HIV ia sapcesd saxually (from any infactad person to his or her
ssxusl partner), ss vall as through dlood ( crensfuafora,
irjactions, skin-pi.rcing fnatrusenta) and from mother-to~child.
This cosbinstion o modes 5f transmis* "0 mesns that virtusily sll
sagmenta of the virla®a priuletion heve some degree of riak of
sxposure to HIV. In __har vorde, oncs BIV is introduced into @
population, spres. {s virtu 11y insvitasdle.

o HIV {a already disacminated throughout ths world, svan though

ragional diffarancas {n current intemsitiea of {nfection era quits

{mpurcant,

WHO hau satissced that 50 co 100 million parsons may ba .nfected wich RIV
worldwida by '991; this proviaionsl sstimats will ba consarvetiva 1f JIV

penetratas ... sprasds videly cthrough South Americs and Asts.

I11. Prograss Tovarde Prevantion snd Cortrol

A. Vaccine an® Trestsent

The prevention of HIV transmission would be facilitatad by & mfa md
sffactive vaccins capable of prevanting infaction, or s tharepeutic egant sbls
te raduca or sliminate the infactiousnsas of already infected persoms.
Rovevar, daspits reapid advances {n ctha sarly pheses of vaccinae davel puent, s
vaccina suitable for isrge-acala usas ia corsidared highly unlikely to bacowe
availapls prior to the #1d-199Ca. 1In addicica, @ vaccine has never bsan made
again_ ¢ a human retrovirus and savarsl re:rovirologiata have raised the

aibilicy that vac .nss currantly undar davalopment msy not be protactive

A racent clinicsl trestmant trisl smong AIDS patients found that
aridothymidine (AZT) prolongel \ife and was sssocistad viith clintcal anc
issunoiogical iaprovesent. Thara wars, howe'er, aide-effecta, including dbone

marrov suporassfon; longar-terms benefits ond riaks of AZT trestwent ars
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curcencly nnknown. AZT mey ngverthelees represent the firet major step
towsrde sventual development of g4fe ond effective therepeutic egente, It {e
also posetble that these agents® could have 2 tole in the treateent of
seymptosatic HIV-{nfected PeTeons, scting both tc prevent progression - AIDS
ond reducing or sltminsting c’sqr infectiousness, A very racent press report
has suggestsd thet the enti~virel drug ribsvirin 80y prevent progressfion of
BRIV {rfectic. from en AIDS-relete d complex level (perefstent gonerelized
lympsdenopathy) to AIDS, Howeve~, thie information, while sncouraging, aust
be ronetdered orelimtnar; at this tiwe.

Despite fmpressive technicel and gcfentific sdvences, 1t fe uniikely that
8 vaccine will becoms gveilable ¢o esciet in cootraliing the pendemic of HIV
infection during the next S yests. Therefors, gt legst during this fnftial
plrlod.“pr-nntlon vill rely primatily upon educetionsi interventions designed

to promots gusteinsd behaviours: chengee,

B._Recognition of the Pendemic

The magnitude of the HIV peodeat. qnd {te brosd impect “qve been mrisuely
undeTestismated and underepprecisced. Hovever, duricg the gacond half of 1986,
o major shit. of perepecrive gnd opinfon hes oc.urred in many Morth Amer(can,
Zutopesn and Africen countriss. Por ~xasple, fo the United Kingdow, Prence,
Itely end the United Stetes, atecements by prominent health officiele eng
drematirelly fncresesd financisl commitments for ALDS ptevention prograsmes
testify to o growing swerenees of the scope uf the IV roblem at nationel
t:vels. AN gyolution in pergpective tegariing AIDS cen be odbeervad et the
pateonal, group, socisl, netiocosl and fut.rostfonal levels, The fniciel
responss to AIDS ususliy {nvolves deniel end en effort to minimize tha
probles, often through compsrisar of the nusbers of AIDS ceres with desths
from slresdy wvell-deecribed public hesith problems. Then, g8 the pumber of

AIDS ce-eo fncresses topidly end eocinates of the nusber of persoos gireedy
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infected wicth RIV {n the populsction srs developed ond publicized, che BIV
problem commands further sttention. Pinelly, once the potentisl fg r_cognized
for BIV to involve m8Jor segments of ths populstion, imcluding thioss who may
heve ~rsviously considered themsslves wiihout risk, the epidemic naturs end
urgency of the NIV .ftustion genersts politicel committment snd s willir nsss
to sct. Afri~s provides just ons specific sxasple of this generic svolution
ir percaptions sbout AIDS. AIDS as firet dfscoversd n Africs in lste 1983,
As spidemiologicel dets decsme sveilsble during 1984 8ad 1985, the scope snd
fucensity of the NIV sftuation in many Africen countries beceme clesrer, yot
AIDS wes not gnized or sccepted ss » health prio;uy. Then, in March
1986, o. & WHO Regionel meeting in Brezzavills (Congo), AIDS wes publicly
Jeclared to be en imporient public heslth problem. Finally, st s WHO Regionsl
Meeting on AIDS in Breszevills {n November 1986, repressnterives from 37
countries discussed AIDS openly snd sgreed that sction to control the epidemic

of AIDS n Africe had to be given the highest prioricvy.

In Mey 1986, citing “intensive fnternscionsl interest ond concern  bout
AIDS, the 39th World Reslth Assembly formally spproved ths crestion of en AIDS
Programme within WHO. 1) November 1985, the "irector~GCensrsl of the World
Nealth Orgsnizetion snnounced that {in ths 3sme 8pirit end with the seme
delfcotion which cherscterized WHO's global smallpox eradicetion progrimme,
WHO wes nov committad to the mors urgent, difficult snd complex challenge of

globsl AIDS prevention end control.

111.  Zlobal AIDS Prevention snd Control

A. Genersl Concapts
While the internationsl RIV gftustion fe dynemic, sgreement exists on the

fundesental concepts send prin-ipsl components of globsl AILS p-evention snd

eontrol.
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The fundemental concepts faclude:
0 HIV infe:tion {s en {nrernstionsl health problen;

- 0 Infection with HIV {e an adveres Neelth outcoms of profc mnd

personsl, femily and eccal fmportance;

0 HIV fafections threaten the 1{mitad goine 11 heslth vhich have

v bean schiaved in eeveral qreas of the davelopiag world;
0 Neither vaccine nor therepy for widesprsad use 1s likely to
become aveilabla for at lesst saveral years;
© Tha MV globel control affort will be loag-terw and will
likely last bdeyoad cur Saneration;
o BRIV prevention gnd control Progre:mes must be intagratad wich
primary haalth care;
© The RIV pandenic raprasente an unpracedented chellangs to
publ.c health vhich mandatas o rsapones of uapracedented
crestivity, anergy end resaurce.
Tha principel components of glo®al AIDS prevention and control ara:
O etrong necional AIDS pravention and control progr-umes
0 {internstional ieadarship, ~oordinstion end coopsration
B. Tha World Health Organizstior, Special ° Ogramse on AlDS
The World Reelth Orgenization s o recegnizad internationsl leadar fo
gublic health, can drav Lpon broad axisting axpertice, and has aatabiished
sechanisas for colleborating with countrie +hroughout tha world in the
design, development, isplesentation gnd avalustion of natfonal progremmes, 1Ia
the unprecedentes effort for global AIDS praver “ion and control, WHO ~111 drew
° parcicularly on ite experience in globsl aobilizarion and coordinstion
(smallpox aredication), ressarch management (¢.g., Tropical Disessas
- Resesrch;, davelopment of sctive and effsctive programmss (e.g., Txpandad
89
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Programss on lwmunizetion, Control of Diartnoeal Disessss), the sbality to
work with non-govaramental organizetions end the privats asctor, gnd ite
tongstanding collsborstive relationships with Member Statas.

The Spaciel Progremme -- AIDS ha  gen crestsd ae tha vehicls for the
World Mesl:h Ory. afzation's critical rols 1n global AIDS pravantion and
control. The Spacial Progremse on AIDS will support the davalopment of strong
national AIDS prevantion and control progremmes, provide intatnational
leaderanip and snsure global coordination ard cooperstion.

1. Obfectiver

The Specisl Programme on AIDS hee two objectives:

o The primery objectiva 1 to pravant HIV transmisaton.

© The sacondary objectiva fa to reduce morbidity and mortalifty

associated with i° [nfection.

2. Support to National AIDS Prograumes

The key components of natfonsl AIDS prevantion and contro: programmes
includa:

a. political wiliinzaess to confront che BIV probles

b.  resti~n of a Na-fonsl AIDS Committse, raprassnting thae
healih and hroad eocisl fnterseza invclvad in tha N1V probles

c. {infitial epidemiological cal rescutce ssseasments

d. satablishment of s surveillanca systes for AIDS end
particularly for A1V fafectionas

a. development of fo-country laboratory capabilitiss

f. Jcational progremmes for health workers at all levels

§- pravention prozrammes directed to the geners! public and to
specific groupy in the popL ation

h. avaluation machaniess based, to the extent posaibls, on RIV

infaction {ndicsetors

O
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3. Internstionsl Leaderabip, Coordination and Cooneration

The Speclel Programme on AIDS hea carcain slobel reaponaihilicies end
fenctions, {n-luding:
8. preparation end distribution of guidelines, atrategy ocuments, menusla
and othar procotype mecariale
b. collaction gnd analyais of data to dascride current and future
BIV tnfaction trenda, thair social, economic and demographic
lspact, end twplications for {ntarventions
t. coordination, prowotic.. and Support to intermscional
biowedicsl, apideniological, aocisl, bahaviours! and operational

t h and develop

4. “gvelopment, prowotion and gupbport to design, i{splemen-ation and
avelustion of health promotion istervencions which seilice
behavioura] changs strategiea and communication techniques

8. operation of ectiva fnformation exchangs syatems on scleniifir,
legal, goctel gnd policy agpecta of KIV

f. oroviaion of tralaing, urgenization of foruma for iazarnstional

exchanges of gcientific ond technicsl taformarion, development of
crita*is and interascional atandards, and ssteblishaent of

consanaus on othur fasuer ot {ntarnaticnal acope snd coacarn.

4. St-ategtea

The WO Spacial Prograsme on AIDS har avvaloped $ brosd atratagies gnd haa
defined apacific sctivities to be conductad wit}in each atrategy during
1967-89. Howevar, the avolution of knowled,e ragarding NIV gnd techniques fo:
Praven ‘ng trenswiesion of raducing the fmpact of MIV fafection nay atimulatas

changea in atrstegy or activitiea during ¢hig period.
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The stretegiss include®:

e. prevention of ssxual trensmission

b. preveatior. of trensaission through blood trensfusion

c. prevention of transmies!~~ th.ough blood producte

d. prevention of trensmiseion through isjections and ekin~
plercing inetruments

¢. pteventicn of trensmiss: . through orgen end semen domation

f. preve .tion of parinatel tranesission

g. pravestion of trensmiseion from HIV-infected persone through
ues of tharspeutic sgente

h. prevention of HIV crensniesion through the development end

desivezy of veccinss

-
.

reduction of impac f BT" iapfection on individuale, groups

ond soc.etiee

(* erretegies &-f .re grouped sccording to trenesission cetegory -

sexusl, ps sntersl, perisstsl)

S. Practicel lessus* snd Coneiderstions

The Speciel Progremse on AIDS hes teken up the chellenge of providiag
repil emergoncy sesietence Lo Member S:stes ead to orgenizations working on
AIDS crises and, ot the ssme time, estabiishing the conceptusl, technicel end
organizationsl founds.ion that 18 needed for effective sedius ond long ters
AIDS prevention end conttol progrsmmes.

During 1987, cherefors, both short—term support end long-term planning ead
strengthening will be provided tc¢ Member Stetes. Immedioce support, for

axsnple, 18 required for netion' educetional progrermes deaigned to prevent

the sexusl trenesis of HIV; ot the esse tise, WO vill prepsrs guidelines
O
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ond prototype materisls chat cen be used end sdepted to creste mors affective
Programmes to prevent ssxual trenemiseion. The asture of the problea snd the
wrgency with which {t needs to be foced eleo means that ourisg the next fcw
yaets many of W 's programme activicies will need to ba devsioped

simultenscusly or, certeinly, not asvelc the type of geq 18l devel

L

that sight be gaticipsted yith ¢ lese urgent type of problea,

The Special Programme on AIDS {4 slresdy providing tachnicel geeistence
end supporc to nsrionsl actiyities 1o councries where therc has been an
epidentologicr] end polfticel rec.gnition of the HIV probles. This work
urgently needs to be strangthened gnd brosdened to ~aeis. coinrzise alreedy
engeged in eeling with HIV. Kowev:. oo better informstion becowes gveilable
in other countriss with reepect to the naturs end segoitude of the UIV problem
and 8s politicel villisgness to confront AIDS 1n thase countrias incresses, 1t
cer e anticipated thet the level of support thet wi. be requested of MO

vill incresee dramacicelly.

The budget estimates for 198, are bese” oo colleboration ywith the 3% ¢. 40
countries, predorinantly 1a Africe du: ¢_so in Asie, the Middle Raet end the
Aserices, vhich have indfcated sctive intercat 11 tmmeffste work vith VEO. Ia
many of t sse aress, the cyrrent heslth cere systes infrr-tructure ®8y not
Pernit wore then gelective ,.ce ‘vantions at this tise. iHovever, es developiag
countries in which the existiss heslth cere aystes iafrestructure {e capadle
of mobiiising necional progras~ss begin to recognize the BIV probles,
substentiel edditional fimanciel regources may he rcquire’. Indeed, du-ing
1987, one of the roles of the Programme vill be to stimulets countriss in

e8¢ soing the HIV gicuecion gnd 1n racngizing the need for ¢ netionel

prevention gnd control prog: .se.

. 93
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In order to teks up this challengs the Specisl Programms on AIDS will ased
s firet yesr steffing lavel snd Zinancisl resoutcas unptecedentsd in the
Orgenizetion. The Orge-iszstion’s capscity to eddrsss persomnal snd
infrestructurs needs snd, st the sene time, {cs obility to sterect the
requisits funding to support tha proposed progremms of vork, wil' detsrmfns

whether cthe sc tiss designeted for 1987 cen be sccraplishad.

1v. Susmary

Th~ BRIV epidenic 13 glodsl end involves both the industrislized end
devsloping countries. It constitwtes sn urgent cr.ﬂ-uapucodenud thrast to
global hestth. Ve 8”8 st sn historic moc~nt, st the baginnings of s global
spidenic whose ultimsts segnituds cennot be predicted. It 18 clesr that
sction teken nov vill have grester {mpsct than sctions teken leter,

Thersfors, & seriss of immedists priority sctions, along with the dsvelopment

of s lony-terw stritegy, are urgently needed.

Nstionsl snd internaticnsl snergies, tesources, creativity snd committmsent
i1l be requir ‘' for global AIDS control. The World Heslth Orgenisetion has
sssumed 1te responsibility for ieadership st the internations! leval end s
repidly mobilising the required internsl end sxtersal rssoutces. Through
rsssstch, spplicetion of sxisting snd imptoved technologiss, snd sducatfoarl
programass lssding to behsvioursl changs, global AIDS prevention and cortrol,

although difficule sn. costly, will becoms possible.
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The CHAIRMAN. Thank you very much for a very important and
significant statement, one that is both dramatic and disturbing in
terms of what is happening internationally in sections of the world.

You have referred in your testimony to the tendency to blame
others, and we have also heard that on the agendas of some coun-
tries they are thinking about putting some restrictions in terms of
world travel. Can you elaborate on both of those points?

Dr. . Yes, sir. In terms of the stigmatization and the blam-
ing of others, this appears to be part of the initial reflex reaction in
almost every society to the appearance of this disease.

Anxiety is high and the desire to find someone to blame or a
scapegoat is often high as well. Several countries have introduced
proposals of different kinds to restrict international travel, and the
World Health Organization, which is responsible also for the inter-
National health regulations, is taking a strong stand against the
imposition of those kinds of restrictions, which we believe will have
no beneficial effect in preventing the transmission of the virus.

The CHAIRMAN. What sort of restrictions? I think that is rather
an unusugl, to say the least, kind of requirement. What ere we
talking about, that you might not get entry into a particular coun-
try unlesg, you have been tested? What sorts of things are we talk-
ing about?

Dc. MANN. Mr. Chairman, there have been proposals to restrict
the travel of what you might call the routine traveler, the routine
international short-term traveler. The proposal suggest that if that
person cannot present a certificate showing that they are not in-
fected with the virus, a certificate which not only cou'd be easily
fraudulently produced, but which in itself provides no guarantee of
protection. They could be excluded.

In addition, there have been proposals to restrict the scholar-
shipe that could be given to students if the student is infected. And,
finally, there have been restrictions proposed regarding long-term
vise applicants, guest workers, if they wish to enter the country.

All of these are based on the false idea that by identifying infect-
ed people, you can somehow protect the home population. When
this was proposed in the Un’'ted Kin dom, however, it was pointed
out that there are already 30 to 60,000 infected people in the
United Kingdom and that the desire to exclude a few African stu-
dents whn might be infected appeared to not have major disease
prevention significance.

The CHAIRMAN. This is being considered in what parts of the
world, Western Europe?

Dr. MANN. These kinds of restrictions are being considered in a
variety of parts of the world. There have been several initial sug-
gestions proposed in the Americas which, thanks to the work of the
Pan American Health Organization, have no* been purs.aed.

There have been proposals in several parts of the Middle East in
this regard, and also proposals in Europe. The European proposals
have focused on students on long-term visa applicants.

In the United States, a Proposal at one time had also been pre-
sented to address the same question.

The CHAIRMAN. How do you think your message can be effective-
ly spread worldwide? Do ycu feel that there have been sufficient
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efforts to bring international representatives together to exchange
AIDS information and to coordinate efforts?

Dr. MANN. Yes and no. There have been the major international
conferences which the World Health Organization cosponsors, the
first one in Atlanta, then in Paris, and then in Washington in June
of this year.

And, in addition, we at WHO have had a series of meetings, and
expect to have roughly 50 _.eetings during the next year on vari-
ous aspects of international AIDS. I think it has taken a while for
organizations and for pesple to realize just how broad the scope of
this problem is, and I think in the next year we are going to hear a
lot more about the social and economic impact rather than jusc ihe
limited health impact in internacional forums.

The CHAIRMAN. About a month ago, the World Health Organiza-
tion announced its plan to combat AIDS. Could you briefly summa-
rize the plan?

Dr. MANN. The essence of the prog :m, Mr. Chairman, invclves
the develu%ment of strong national AiDS prevention and control
programs. Every country in the world needs this kind of program
that starts by assessing the scope of the problem and then develops
a series of concrete activities for which WHO has established the
blueprint on how to proceed and what sort of steps are necessary.

And these, of course, include such issues as the surveillance
aspect, the laboratory capability, the education and training of
health professionals, and then the prevention programs to preveat
sexual transmission, transmission through blood and blood prod-
ucts, and transmission from mother to child.

These are the key componenis of what every country in the
world needs, but for which many countries neec tremendous sup-
port in order to be able to implement. In some central African
countries where AIDS is a severe problem, the annual health
budget per capita is less than one dollar.

In those situations, without the addition of external aid, an AIDS
prevention and contrul program is not a pcssibility.

In addition, there is a need for internationai leadership and co-
ordination because many of these issues, such as the international
travel issue, require international consensus, and the strongest
force we have, in a sense, is the moral suasion that comes from the
agreement of the best scientific minds in the world to address a
particular issue.

If those minds say that there is no danger for an AIDS virus-in-
fected ‘person to travel on an aircraft, then we believe that the
moral force of that argument will carry.

The CHAIRMAN. What else do ycu think that the United States
ought to be doing as far as its role internationaily?

Sr. MANN. Well, certainly, ~Ir. Chairman, we are lcoking for
support from ..e United States, for significant support both ir
terms of the technical resource, people, and the financial resource
:ﬁ be able to impieinent the “187 action plan and the plans beyond

at.

It is :mportant that this kind of inte~national AIDS contro: effort
have *1e resource that is required, a resource that will irow rapid-
ly as the awareness and ability of countries to deal with the prob-
lem increases.
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The CHAIRMAN. The World Health Organization is facing finan-
cial ditficulties. Could you tell us, in terms of this particular pro-
gram, the battle internationally on AIDS, what are you talking
about in terms of their effort?

The World Health Organization has been very, very involved in
the past in eradicating a variety of different kinds of diseases,
scourges, plagues, others. Now, they have identified an action pro-
gram internationally. W, at is its estimated cost?

Dr. MANN. The estimated cost for 1987 is $43 million.

The CHAIRMAN. In ’88?

Dr. MaNN. We will know in about four months, with some expe-
rience of '87, what 88 will cost. You must realize, Mr. Chairmen,
that in this area the key unknown variable is the extent to which
countries will indeed take on the challenge of global AIDS control.

That figure could easily increase ten-fold within two years.
lgg‘(l)loe CHAIRMAN. Well, what is your estimate of your budget for

Dr. ManN. The 1990 estimate for the budget for globai AIDS con-
vrol approaches $1 to $1.5 billion.

e CHAIRMAN. And you professionally and scientifically believe
lth;nt that kind of resource is necessary to battle this internaticnai

Dr. MANN. Without question, and that includes the r uirement
for the non-governmental organizations and the myriad of other or-
ganizatione *7 i-clude their work, and that work is not included in
the tota' sum.

The CHAIRMAN. And what kind of gledges do you have up to this
point to try and give you some kind of assurance that the world
community is going to take this kind of plan seriously?

Dr. MANN. Well, first, Mr. Chairman, I must say that the re-
sponse to AIDS has changed dramatically in one year Six months
ago, on the basis of a $12 million request for funding for two years
for the World Health Organizatione(.ixIDS program, we received $9
million of that $12 million from seven countries, of which $2 mil-
lion came from the United States.

Now, we are going back to those countries ard saying our assess-
ment of the problem is suchi ..at $£3 million is needed in 1987
alone, and all of those councries without exception have spoken
positively of the need to do this kind of program and of the need
for the additional resource.

Now, whether the resource that would be available in 1990 or
1991 will truly become available, I think, depends entirely on what
happens and on the perception. But when we look at the fact that
two years ago, people did not even realize that AIDS was a global
problem and that now we understand the true global magnitude
and the threat it represents, I think that in one year from now,
Mr. Chairman, I could speak in front of this Committee and tell
you about the dramatic increase in availability of funding as a
result of increased awareness.

The CHaRMAN. I hope you are right.

How many people do you now have working on this with regard
to WHO? How man‘{fﬁre assigned to this?

Dr. MANN. The O AIDS program, which s.arted in June of
'86, started wita one professional, increased t, three, and Dr.
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Mahler has indicated that I will have 15 professionals working on
the staff as of later next week.

In other words, this is being done with the real rob Peter-to-pay-
Paul principle. This is being done by taking Wle on a short-term
basis from other important programs within O and establishing
the critical mass of approximately 15 professionals that will allow
us to initiate and implement the 1987 action plan.

The CHAIRMAN. Well, for something that really is a global threat
and something which we are going to eventually end up investing a
good deal of resources both from a research and educational point
of view and billions of dollars in terms of - .re, and to recognize the
international and global scope of this whole challenge, we are
starting off internationally with three professional people.

We do not question your leadership and your commitment and
dedication or Dr. er's at WHO, but it is certainly an effort
that must be and should be supported, and hopefully would be, and
we will certainly work with you here in the Congress to try and
gain that support.

Dr. Mann, one month ago, the world was surprised with the news
that a vaccine trial had started in Zaire. What can you tell us
about that trial?

Dr. MANN. Mr. Chairman, I can tell you unfortunately little of a
scientific nuture about that trial. This trial was brought to our at-
tention, actually, by the media, and most o what the World Health
Crganization knows about this trial, it has read in the newspapers,
French and American.

What appears to have happened according to these reports is
that a vaccine trial has indeed been underway in Zaire for a period
of at least several months, and we are eagerly awaiting the scien-
tific information that will allow us to assess whether this trial con-
tributes or does not contribute to the ultimate development of a
vaccine available for large populations.

The CHAIRMAN. Well, given the need for international coordina-
tion, is it not unusual for a secret vaccine trial to be underway?

Dr. MaNN. Well, I think it is extremely unfortunate. In fact, the
World Health Organization had a meeting in mid-December where
we brought five American, four European and four African experts
together and agreed that it is critical in this area that the clinical
trials of AIDS vaccine, because they are of such importance to the
entire world, be done in a scientifically open marner involving the
international scientific community and in a socially and ethically
acceptable manner.

The real disaster would be if a vaccine were inadequately tested
somewhere, pronounced to be effective in the media, but yet not ef-
fective or not assessable on the basis of information that was devel-

oped.

That would create a disaster because the pressure to use the vac-
cine would be intense and ‘the unfortunate consequence could
ensue where a vaccine that does not protect or even hurts could be
used in millions of people, and that could even delay the ultimate
development of a vaccine that would truly protect.

So we are strongly committed to the need for international col-
laboration and communication in the vaccine .evelopment area.

98



95

The CHAIRMAN. Well, I think you have talked about it briefly,
but what is really the danger of an individual, secret trial that does
not have the larger research community, »~th in ‘erms o! progress
on the issue and for the individual as well?

Dr. MANN. For the individu.is involved, there is always the con-
cern about the human rights; there should be the concern about
the human rights and the ethical standards under which this vac-
cine would be tested.

And I am sure that other people who have spoken to you this
morning could speak qui'2 eloquently about the need for ethical
safeguards in vaccine f:2id trial develop-nent, particularly with
AIDS vaccine.

The other danger is that a vaccine field trial might not be ade-
quately well designed or adequately well conducted. These are diffi-
cult to perform. When we get to the final pay-off, which is the
question of does a vaccine work, does it protect, that is going to be
an extraordinarily difficult process which may take several years
to figure out, to decide, o.: the basis of scientific evidence

And if one proceeds too rapidly—

The CHAIRMAN. Wait a minute. Just on this point, you mean
from the time the vaccine is actually developed until the time that
you have information that would indicate its effectiveness?

Dr. MANN. That it worked, yes, sir.

The CHAIRMAN. It may be what? How long did you say?

Dr. MANN. We would estimate it could be as long as several

years.

The CHAIRMAN. Several years?

Dr. MANN. That is right, and that just emphasizes and under-
lines the comdplexity of the work. It is not easy to conduct a vaccine
field trial and efforts by people who may not be in coatact with the
real experts internationally in this ﬁelg could conduct a trial with
good faith, but with inadequate scientific credibility, and that is
where we all could be the losers.

The international scientific community offers the best chance to
get the best minds working on this problem.

The CHAIRMAN. You are concerned that it may create false hope
and false answers?

Dr. MaNN. False hope, false answers, and if we imagine the sce-
rario where a vaccine that did not work was proclaimed as a vac-
cine that worked and was used by people who then abandoned
their safer practices, believing that they were protected, I think the
importance of that kind of misinformation is clear.

The CHAIRMAN. Is therc anything additional that you car tell us
about the French test? I mean, have you made any kind of medical
assessment as to its effectiveness?

Dr. MANN. Mr. Chairman, we have no facts. We know that a vac-
cine is being used and we do not really even know the numbers of
people involved. We do not know the manner in which Lhose people
were selected. We do not know what tests have been used to deter-
mine the effectiveness of the so-called vaccine.

I think it must be considered to be highly preliminary and that
our .lﬁst interests lie in sharing of the information as rapidly as
possible.
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The CHAIRMAN. Given the great interest in the development of
the vaccine both in the private and public spheres in this country
and in other countries, is it realistic to expect coordination in vac-
cine development and testing?

Dr. MaNx. It will be difficult in this area because this is AIDS
and because of the intensity of public and professional involvement
with this subject. On the other hand, the World Health Organiza-
tion has a track record. We have a track record in vaccine develop-

ment, we have a track record in reseerch management, we have a .-
track record in establishing standards and guidelines for interna-
tional use.
5 think that we must make this effort, which ultimately bcils
jown to an effort of volun participation by vaccine manufac- !

turers, scientists and others throughout the world to realize that
the benefits of collaboration benefit the whole world and that this
problem is too important to leave to any one laboratory or to any
one research facility.

However, we may not succeed, but the alternative to *rying is po-
tential chaos in this area.

The CHAIRMAN. Well, do you have an estimate as to the number
of people that, say, in 1991 worldwide would be infected? We have
heard m up to close to 150 million people.

Dr. . The World Health Organization estimate—the one
f.hat you quoted, in fact, in your opening remarks—is 50 to 100 mil-
ion.

The CHAIRMAN. I see.

Dr. MANN. And this is speculative.

The CriAIRMAN. That is right.

Dr. MaNN. As I suggested earlier, if it enters the Asian popula-
tions, 100 million is an excessively conservative figure.

The CHAIRMAN. I see. I just want to, for our audience here and
those who are watching, to mention about the World Heslth Orga-
nization. They have been perhaps more responsible for the eradica-
tion of smallpox than any other organization, any group in the
world, and they have made very significant progress in malaria,
typhus, yellow fever, rabies, and others.

they are speaking from a track record of profound experience,
and I think when they warn us about the global implications of
this, we ignore that at our own risk. That has an enormous and
significant importance to us as a people.

Senator Adams.

Senator Apams. Thank you, Mr. Chairmar. I have no questions. I
appreciate the testimony of the witness, and I apologize to the

irman. I have been over in the nuclear threshold test ban
treaty area. Otherwise, I would have been here with yo'..

The CHAIRMAN. Thank you very much.

We are delighted to have Dr. St. John here. I imagine that Dr. -
Mann, when he was talking about the global implications, was
talking about Central America and the hemisphere as well, and we
welcome and thank you for joining us here today.

Thank you very much, gertlemen.

Dr. MANN. Thank you ver, much.

The CHAIRMAN. Our final panel will focus on the development of
a vaccine. I would like to welcome Dr. Anthony Fauci, who is the
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Director of the National Institute of Allergy and Infectious Disease
and AIDS Coordinator for the National Institutes of Health; Dr.
David Martin, the Vice President for Research of the biotevunology
company Genentech; and Dr. Samuel Katz, of Duke University, a
member of the expert Institute of Medicine Panel on Vaccine De-
velopment.

There are many important issues which we must address so a
vaccine will be available to the public in time to help protect the
world’s populations from the AIDS plague, and I think that our
panel here this morning can provide for this Committee and hope-
fully for the public an update of where we are medically in terms
of vaccine development.

We will start with Dr. Fauci.

STATEMENT OF ANTHONY 8. FAUCI, M.D., DIRECTOR, NATIONAL
INSTITUTE OF ALLFRGY AND INFECTIOUS DISEASES, AND CO-
ORDINATOR OF AIDS RESEARCH, NATIONAL INSTITUTES OF
HEALTH, WASHINGTON, DC; DAVID W, MARTIN, JR., M.D., VICE
PRESIDENT, RESEARCH, GENENTECH, INC., SAN FRANCISCO,
CA, ACCOMPANIED BY BRYAN CUNNINGHAM, VICE PRESIDENT
AND GENERAL COUNSEL, GENENTECH, INC., SAN FRANCISCO,
CA; AND SAMUEL L. KATZ, M.D., PROFESSOR AND CHAIRMAN,
DEPARTMENT OF PEDIATRICS, DUKE UNIVERSITY SCHOOL OF
MEDICINE, DURHAM, NC

Dr. Fauct. Mr. Chairman, members of the Committee, I am here
today to discuss the research activities of the National Institutes of
Health, (NIH), related to the development of a vaccine for the pre-
vention of AIDS and AIDS-related diseases.

I have submitted my written opening statement for the record. I
would now like to summarize briefly the salient features of that
statement.

As soon as iv was recognized that AIDS was caused by a specific
virus that attacks the human immune system, the NIH aggressive-
ly pursued the development of a vaccine to prevent this devastat-
Ing disease.

At the present time, vaccine development and research is being
supported extramurally by NIH as well as in the NIH intramural
program. The NIH has obligated a total of $20,518,000, total, from
1984 to 1986 to vaccine development efforts.

It is estimated that $26,677,000 will be obligated in fiscal year
'87, and the President’s budget for fiscal year ’'88 reflects
$42,054,000 for vaccine research. These sums do not include the
great deal of basic research funded by and at the NIH that forms
the foundation for and that is applicable to vaccine development.

In this regard, it is important to point out that the advances we
have made toward developing a vaccine are due to the previous in-
vestments in basic research and the resulting knowledge gained in
the areas of virology, molecular biology, microbial genetics and im-
munology.

Despite these advances, a great deal of work needs to be done
before an effective vaccine will be available. Nonetheless, concrete
steps are already being taken in vaccine studies.
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A number of candidate AIDS vaccine preparations have been
made using a variety of scientific apﬁroac es. The specific details
of several of these approaches and the institutes involved in the
execution. and/or support of them are described in my written
statement.

In order to expand further the scope of investigators involved
and the types of approaches used, the NIH will establish in fiscal
year '88 several National Cooperative Vaccine Discovery Groups
that will consist of multi-institutional, multi-discipl’ -~rv research
teams to develop creative and targeted approaches t. ine devel-
opment.

This program will encourage the collaboration of academic and
industrial o-ganizations. In addition, as a step toward increasing
the NIH ir.cramural capabilities in AIDS vaccine deveiopment, an
intramural vaccine development unit waz established by NIAID in
fiscal year 1986.

After candidate vaccir.es have been shown to be safe and immun-
ogenic in the laboratory and in animal testing, they will become
the nsibility of the NIAID, the National itute of Allergy
and Infectious Diseases, for clinical evaluation in humans.

NIAID currently supports six vaccine evaluation units specifical-
ly designed to conduct ﬂhase I and phsase II safety and antigenicity
mti:f of vaccines in humans. Several of these units will be in-
volved in AIDS vaccine testing and are now Freparing for the time
when candidate preparations me available.

Those units to be involved in AIDS vaccine testing will be ex-
panded to allow them to respond to this additional need while
rqﬁgmtmmng their commitments to other imporiant vaccine testing
efforts.

It is likely that phase I studies aimed at determining safety and
immunogenicity of a candidate vaccine may be initiated in 1987 or
the beginning of 1988. Coordination of scientific efforts in vac-
cine development is handled through a variety of mechanisms.

The CHAIRMAN. If I could just ask you, what are the numbers
you are ing about that may be tested on?

Dr. Faucl en you have phase I studies, they are, relatively
speaking, small nombers. You are talking of approximately a hun-
dred p&olple which then in phase II go into a thousand « r so and in
phase 1, laxger numbers.

The CHAIRMAN. Right.

Dr. Fauct. Coordination of NIH scientific efforts in vaccine devel-
opment, as I nientioned, is handled tlirough a variety of mecha-
nisms. There is a t deal of coordination of efforts that occurs
through the usuafrei:formal scientist-to-scientist interaction be-
tween NIH institutes, other Public Health Service agencies, private
industmnd academic institutes.

The AIDS Executive Committee, which i8 made up of direc-
tors of the NIH components with AIDS research responsibilities,
meets regularly twice a month to coordinate administrative, fiscal
and research efforts.

The committee is cochaired by the Director of the NIH and
myself. In addition, I have established an NIH-wide AIDS scientific
vaccine committee made up of intramural scientists actively en-
gaged in AIDS vaccine research.
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Exchange of information on vaccine development with other
Public Health Service agencies is facilitated by the PHS AIDS Vac-
cine Development and Therapeuvtic Intervention Subgroup of the
PHS Task Force on AIDS that meets 1. gularly.

In summary, the NIH has responded to the need for a vaccine to
prevent AIDS and AIDS-related disease through the development
of a number of basic and applied research efforts both within its
intramural laboratories and through extramural support of aca-
demic and industrial organizations.

Important advances have been made. However, despite these
rapid advances, given the nature of the AIDS epidemic and other
considerations which I will be happy iscuss with you during the
question period, evea if the preparations now under investiga:ion
prove to be safe ard effective, it is likely that it will take a number
of years until a vaccine iz available for widespread use.

The CHAIRMAN. Can you just e'aborate on that? How many years
are you talking about?

Dr. Fauct. You are talking about from five to eight years. If you
talk about phase I studies, they go from three to nine months;
phase II, anywhere from a few months to 36 months; and phase III,
which involves larger, widespread, multi-center, controlled trials,
will take up to five or eight years.

So we do not expect, if we do have a vaccine, that it will be avail-
able for widespread use well into the 1990s.

This concludes my remarks, Mr. Ct.airraan.

[The prepared statement of Dr. Fauci fullows:]
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Mr. Chairman, members of the Committee. I am here today to

discuss the research activities of the Na.ional Institutes of Health

(NIH) related to the development of a vaccine for the prevention of
AIDS and AIDS-related diseases. I will report on the status of AIDS
vaccine development efforts and on plans for future research

initiatives.

As soon as it was recognized that AIDS was caused by a specific
virus vhich attacks the huran immune system, the NIH agressively
pursued the development of a vaccine to prevent this devastating
disease. At the present time, vaccine development research is being
vonducted in NIH intramural research laboratories and supported at
outside institutions by the National Institute of Allergy and

Infectious Diseases (NIAID), the National Cancer Institute (NCI), and

the Divisior of Research Resources (DRR). The NIH has obligated

$20,518,000 from FY 1984 to FY 1986 on vaccine development efforts. It
is estimated that $26,677,000 will be obligated in FY 1987, 2nd the

President's budget for FY 1988 reflects $42,054,000 for vaccine

research. These sums do not include tha great deal of basic research

funded by and at the NIH that forms the foundation for, and that is

applicable to, vaccine development. In -ddition to these in-house
activities, many NIH intramural scientists and extramural scientists
supported by the NIH are collaborating closely wit.: industry in these
vaccine development efforts. A number of NIH intramural scientist- are

collaborating with a variety of industrial organizations and academic
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institutions by sharing scientific expertise and research materials.

Most of the initial efforts on vaccine were focused in the NIH

intramural program because the virus was isolated in those laboratories

and becsuse it is possibl. to change the focus of research efforts more

quickly in intramural laboratories. There is a steady shift lin the

direction of extramural involvement and a number of extramural efforts .

for vaccine development will be described iater.

I think it is important to point out that the advances we have
made tovard developing a vaccine are due to the previous investments in
basic research and the resulting knowledge gained in the areas of
virology, molecular biniogy, microbial genetics and immunology. The
foundation of basic research, coupled with new biomedical technologies,
have enabled us to learn more about the nature of the AIDS virus, its
component structures and their fun-tions, and its mechanisms of
pathogenesis in a shorter period of time than has been the case with

any other infectious disease.

Despite these advances, a great deal of work needs to be done
before an effecti= vaccine will be svailable. We need to define
clearly the role of the humen immune system in the pathogenesis of
AIDS. We must have a better understanding of the immune mechanisms
that are able to prevent either the ini.ial viral infection or the
progression of an asymptomatic infection to full-blown AIDS. We must
understand the reasons for differences in susceptibility to infection

from individual to individual.
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Through the technologies of molecular biology, we will have
greater insight into the antigenic variation of various components of
the virus in order wo identify those with most potencial as candidate
immunizing agents. We are supporting a large number of intr;mural and

extramural research projects directed toward these basic research

goals.
APPROACHES TO THE DEVELOPMENT OF CANDIDATK VACCINES

A number of candidate AIDS vaccine preparations have been made
using a variety of scientific approaches. These approaches include the
use of whole killed AIDS virus, subunit preparations extracted from the
virus, recombinant DNA-produced antigens, synthetic antigens, and
vaccines produced by the insertion of AIDS virus DNA into a live
vaccinia virus vector. Specific effcrts underway include the

following:

* Scientists at the NCI have isolated purified fractions of the
viral envelope glycoprotein. One such oreparation, called the
8p120 subunit. has been inoculated into goats, horses and rhesus
monkeys. These animals produced antibodies to this fraction that
were capable of neutrslizing the AIDS virus in laboratory tests.
Both the natural and the genetically engineered pieces of gpl20

are being tested in chimpanzees to assess whether actual
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infection with the AIDS virus can be prevented in vaccinated
animals.

Scientists at the NIAID have inserted the region of the AIDS
virus DNA that codes for the expression of its envelope proteins
into vaccinia virus. 1In collaboration wiiii the NCI, NIAID
investigators have inoculated Macique monkeys with this
recombinant vaccinia vector preparaticn and antibodies have beer

produce¢ that aiso neutralize the AIDS virus in .abor.tory tests.

In addition, tbe NIH is also supporting research that has
produced two synthetic peptides containing amino acids thet are
analogous to the gpl20 and gp4l regions of the AIDS virus
envelope glycoprotein. Antisera from rabbits inoculated with
these peptides were capable of neutralizing AIDS virus
infectivity in laboratory assays. The synthetic peptide which
corresponds to the gp4l region is currently being evaluated in
chimpanzees. Considerable intramural and R & D contract
supported ¢fforts are being focused on the development of these
types of synthetic vaccines. Some of these preparations are
being tested for safety and antigenicity in laboratory and animal
studies. Depending on these results, phase I studies in humans

will be initiated at the appropriate time.

Many of these viral vaccine preparations, particularly the small

molecular weight antigens such as the subunit fractions and the
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synthetic peptides, are only able to elicit a weak antibody response
when injected into animals. In c-der to incresse the antigenic
response, investigators have injected thear 3 in combination
with other agents cl]ied adjuvants. While 2er of acjuvants can be
used in animals, only one, alum, is approveu as safe “or use }n humans.
Therefore, the NIH will be Supporting research projer cs to develop

¢ titional ndjuvants as well as to explore other procedures for the

safe potentiation of the human immuna response to these small antigens.
GhNERAI. VACCINE DEVELOPMENT EFFORTS

At the present time, no one knows which of these various
approaches will provide the best vaccine candidates. Tuerefore, it is
important that all scientifically sound approaches be pursued. To
further expand the numbers of investigators involved and the types f
approaches .sed, the NIH will establish in FY 1988 several National
Cooperative Vaccine Discovery Groups based on the model of the National
Cooperative Drug Discovery Groups, that were extablished to provide
innovative scie f*: approaches tr targeted drug developmen®.
Likewise, the N. 1onal Cooperative Vaccine Discovery Groups that
consist Lf multi-institutional, multi-disciplinary research groups will
develop creative and targeted approaches to vaccine development. This
program will encou-age the collaboration of academic and ir .ustriai
organizations in the use of their scientific talents and resou.~es to

address AIDS vaccine development.
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As a step toward increasing the NIH intramural capabilities in
AIDS vaccine development, an intramural Vaccine Development Unit was
established by the NIAID in FY 1986. The capabilities of this unit
will bs expanded this year to encompass a full range of vaccine
developmant activities including basic research on the molecular
biology of the virus and the host immune response. In addition, a
concerted effort will be undertaken to develop appropriate animal
models for the evaluation of candidats vacci.»s. To support this
latter effort, & high quality animal containment facility will be a

component of this unit.

The availability of appropriate animal models for the testing of
candidate vaccines is a particularly urgent need. At the present time,
the chimpanzee is the only model of human AIDS virus infection that can
be used for the evaluation of candidate vaccines and therapeutic
agents. Although the chimpanzee does not develop the dis>ase, an
infection can be established in this primate, and valuable information
on the imrune response to the virus as well as on the potential of
various candidate vaccine preparations can be obtained. While there
are other prinate models that may be of some value in vaccine and
treatment studies, they involve disease caused by a related primate
viru- <ot identical, to the human AIDS virus. Considerable intramural
and extramural research efforts are beiny directed, through several
individual NIH components, toward the further refinement of the

chimpanzee model and toward the development of an alternative model.
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After candidate vaccines developed by the NIH have been shown to
be safe and immunogenic in laboratory and animal tests, they will
become the responsibility of the NIAID for clinical evaluation in
humans. Candidate va;cinas will be evajuated through R & D contract
supported institutions in collaboration with intramural scie;tists.
other NIH Institutes and other approp:riate PHS agencies. The NIAID has
a grzat deal of experience in the development and evaluation of
vaccines against a large number of infectious agents. It currently
supports six vaccine evaluation units specifically designed to conduct
phase I and phase II safety and antigenicity testing of vaccines in
humans. Several of these units will be involveJ in AIDS vaccine
testing and are now preparing for the time when candidate preparations
become available. Those units to be involved in AIDS vaccine work will

be expanded to allow them to respond to this additional need while

maintaining their commitments to other important vaccine testing

efforts.

PHASES IN AIDS VACCINE CLINICAL TRSTING

As mentioned, these units are primarily designed for early
vaccine testing. The first step in vaccine testing in humans is
referred ‘.0 as phase I. In phase I studies, the primary purpose is to
look fer toxicity or gross adverse side effects of the vaccine, gain
sone information on its immunogenic potency in humans, and establish a

proper dose level for further studies. Phase II studies involve larger

numbers of subjects a-d provide more information on safety and
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immunogenicity. These phase II studies confirm the proper dose levels
and may provide some preliminary data on the pcssible effectiveness of
the vaccine in preventing disease. After a vaccine has completed phase
I and II testing, it is moved to phase III studies that involve large
numbers of volunteers. These studies are often multi-center;d, and are
usually designed as randomized, placebo-controlled trials. These phase
III trials provide the statistically significant data on the efficacy
of the vaccine that is necessary before tha vaccine can be made
available for general use. It is likely that phesa 1 atudies o* @

cudidnuvuetmuyhhi:htﬂhlﬂ)nthmofmm

The AIDS Program of the NIAID sponsored a workshop on AIDS vaccine
development in July of 1986 which addressed the status of various
approaches to vaccine development and began Mscussions on the design
of safety, antigenicity and efficacy studies of AILS vaccines. The PHS
will be holding a meeting in March of 1987 for further discussions on
the design of clinical trials and to establish the criteria that should

be met by vaccine preparations to be considered for human trials.
COORDINATION

Coordination of NIH scientific efforts in vaccine development are
handled througi. a variaty of mechanisws. A great deal of coordination
of offorts occurs through the usual informal scientist-to-scientist
interaction between NIH Institutes, other PHS agencies, private

industry and academic institutions. The NJH AIDS Executive Committee,
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which is msde up of Directors of NIH components with AIDS research
responsibilities meets twice & month to coordinate administrative,
fizcal and research efforts. 1In addition, I have established an NIH-

wide AIDS Scientific Vaccine Commi*tee made up of intramural scientists
actively engaged in AIDS vaccine research. This Committee m;ets

v regularly to discuss scientific approaches to vaccine development and
results of current research as well as to plan new experiments.

Members of NIAID's extramural AIDS Program staff attend these meetings

in order to be aware of the status of vaccine research and to plan for

future testing through extramural facilities.

Exchange of information on vaccine development with other PHS
agencies is facilitated by the PHS AIDS Vaccine Development and
Therapeutic Intervention Subgroup of the Public Health Service Task
Force on *"DS. This subgroup also meets on a regular basis, and each
agency involved in research on AIDS vaccines provides updated reports
on its work and discusses future plans. Purther PHS coordination comes
from neetings of the main PHS Task Force jtself that meets twice a

month.

SUMMAZRY

In summary, the NIH has responded to the need for a vaccine to
prevent AIDS and AIDS-related disease through the development of a
number of basic and applied research efforts both within its intramural

laboratories and through extramural support of academic and industrial
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organizations. Important advances have been made in better
understanding of the pathogenesis ~° the disease, the nature of the
causal agent, and fac.tors important in the immune response of the host.
The rapid advances made in unders:i=r”ing the biology and molecular
biology of the AIDS virus have led to concrete steps being taken toward
the development of a vaccine through the preparation of several
candidates that are in various stages of preclinical testing. Despite
these rapid advances, given the nature of the AIDS epidemic, even if
the preparations now under investigation prove to be safe and
effective, it is likely that it will take a rumber of yeara until a®

veccine is svailsble for idespresd use.)

Mr. Chairman, members of the Committee, this concludes my

prepared statement. I will be happy to answer any questions you have.
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The CHAIRMAN. Could we have Dr. T vid Martin?

Dr. MARTIN. Yes, thank you, Mr. Chairman. My name is David
Martin. I am a phl{sician and geneticist, and Vice President and
Director of Research of Genentech. With me is Bryan Cunningham,
who i8 Vice President and General Counsel of Genentech.

Genentech is a leading biotechnology company committed to the
research, development and commercialization of pharmaceutical
products made through recombinant DNA tech.vology.

Genentech is one of the biotechnologly companies actually pursu-
ing development of an AIDS vaccine. appreciate the opportunity
tohlghare with you the promise and the frustrations of our efforts in
this area.

A major hope in the struggle against AIDS is that development
of a vaccine will be possible. The consensus of experts, including
those at the WHO and the National Academy of Sciences, is that
even if the scientific and non-scientific issues which cloud the de-
velopment of an AIDS vaccine can be resolved, a vaceine is five or
more years away.

Although a vaccine may be years away, this should not detract
from the tremendous strides of the scientific community that you
have heard about earlier this morning, nor should it dash any
hopes for a vaccine.

Perhaps the major scientific obstacle involved in producing an ef-
fective AIDS vaccine is the virus variation problem. This problem
stezns from the fact that there exist multiple strains of HIV, or the
AIDS virus, with immunologically distinct surfaces.

This enables the virus to evade an immune responee because the
immune response—for example, one generated by vaccination—
which eliminates one type of virus may be less effective or ineffec-
tive in eliminating a virus with a slightly different surface compo-
nent.

A similar situation exists in the case of polio, where there are
three immunologic-distinct forms of the virus. All three types of vi-
ruses are included in a polyvalent vaccine. This vaccine has been
spectacularly effective and it is obvious that a similar polyvalent
vaccine for AIDS might protect individuals against the various
types of the virus.

Unfortunately, the number of HIV types—that is, serotypes—is
completely unknown at this time. Federsl efforts should support
and expedite the ongoing research efforts.

First, Congress should provide increasing funding to greatly en-
hance and fully support the NIH and other governmental and pri-
vate agencies who are conducting serotyping of the AIDS virus.
The same serotyping program which wasmne for polio is essential
for the developmer. of an AIDS vaccine. The technology for this
cerotyping currentiy exists.

The results of this typing will allow the various investigators
working on an AIDS vaccine to choose the genes from the appropri-
ate viral isolates for inclusion in 8 polyvalent vaccine in order to
provide broad protection against the dif‘grent types of AIDS virus.

Secondly, we urge this Committee to take steps to develop a cen-
tral repository for viral isolates and patient sera so that they are
readily available to all qualified scientists.
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The powerful tools of biotechnology have much to offer in the de-
velopment of vaccines, particularly in connection with an
vaccine. Genetically-engineered vaccines based on portions of the
recombinantly-produced surfaces of AIDS viral envelope are inher-
ently much safer than conventional vaccines which used weakened
or killed vaccines.

Recombinantly-produced fragment merely mimics a portion of
the virus in order to trigger an immune response. Absolutely no
one will develop an AIDS infection from this type of vaccine.

No vaccine, however, is a hundred percent safe. It will not be
until after the -videspread use of an AIDS vaccine that the infre-
quent adverse effecis will be identifiable. Testing of an AIDS vac-
cix(:(el ll;as its own unique problems. There are no good animal
models.

Because the HIV affects certain non-human primates, it does not
generate an AIDS in those animals. Only direct test on humans
will suffice, and the direct test will clearly raise many social, ethi-
cal and political questions in the determination of whether a vac-
cine will be effective.

Because of the long latency period of HIV in humans after infec-
tion, it may take, as Dr. Fauci has said, many years to determine
whether it effectively prevents AIDS.

The Institute of Medicine conference in March of 1986 found that
promising research results are not developed into products because
of, number one, the enormous expense of clinical trials; number
two, the unknown market size, particularly with adult vaccines
which are not mandated by the States; and, number three, the po-
tential for large and unpredictable awards in product liability cases
where the marnufacturer has properly made a vaccine which has an
inherent and unknown risk, one that cannot be avoided.

The Institute of Medicine has correctly identified the barriers to
vaccine drvelopment. The uncertain legal environment has had
tangihle adverse effects on vaccine manufacturers. It has discour-
aged the menufacturer in innovation of vaccines.

Some pha ‘maceutical manufacturers have chosen to opt out of
the vaccine business altogether. The remaining manufacturers
have been forced to reflect the increased cost in their prices.

Last fall when Congress considered the childhood vaccines bill,
the number of manufacturers had dwindled to one manufacturer of
polio vaccine, one manufacturer of vaccines for measles, mumps
and rubella, and two DPT vaccine :nanufacturers.

In fact, in May of 1986, the two manufacturers of the DPT vac-
cine announced tremendous price hikes to cover the cost of law-
suits. One of the manufacturers, which had priced a dose of vaccine
in 1982 at 11 cents per dose, was reportedly charging $11 per dose
after June 1986 to cover the costs of litigation through self-insur-
ance.

The same disincentives for manufacturing childhood vaccines
exist for developing an AIDS vaccine. In addition, there are other
obstacles to the development of an AIDS vaccine.

Unlike the childhood vaccines whose widespread use identified
adverse side effects, we cannot accurately know or guess what side
effects will be associated with an AIDS vaccine.
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Unlike the childhood vaccines which the States make mandatory
for each child, we do not yet know whether or when the govern-
ment will ma%e an AIDS vaccine mandatory.

The question of who will use the vaccine is critical to answer for
ggrosa of commercialization, but it has even more siinjﬁcant

th consequences. From a public health point of view, there are
a number of reasons why the government should make an AIDS
vaccine, once developed and proven safe, eom&t;lsory.

irst, the most important consideration is that the current epide-
miology of AIDS in the United States and its prevalence in the
identified high-risk groups such as homosexual men and IV drug
abusers most likely reflect the transmission of the virus five or
more years ago.

Five years from today, we may well see an entirely different epi-
demiologic picture for HIV infection with a much greater preva-
lence in the general heterosexual pulation.

Indeed, we already know from tm epidemiology of HIV infection
in Africa that at least certain HIV strains can spread through
the heterosexual population. For this reason, the vaccination of the
general population at the earliest possible date is essential to pre-
vent anything remotely similar to the widespread heterosexual epi-
demic now in progress in several African nations,

Secondly, there is absolutely no way to tee that the na-
tion’s blood supply will remain entire y saie with respect to HIV
transmission. Generalized vaccination of the heterosexual popula-
tion is the only way to reduce the risk that contaminated blood is
not inadvertently administered to unﬁrﬁltected individuals.

irdly, we cannot afford to allow to become endemic in the
way that hepatitis B has. Currently, there are over two million car-
riers of hepatitis B in the United States and nearly 200 million in
the People’s Republic of China.

As has happened for hepatitis B, once a significant number of
women of chir;- ing age are infected with HIV, the infection
may become endemic use it is frequently passed to the chil-
dren of such mothers. If we do not intervene now, we may be faced
in the future with a widespread, chronic, endemic infection and a
large pool of carriers.

ourthl)lr‘,ageneralized vaccination frograms are responsible for
the remarkable successes of the smallpox and the polio immuniza-
tion/eradication programs which you heard about a few moments
ago.

Vaccines targeted at high-risk groups without compulsion, such
as the hepatitis B vaccine, have failed to prevent an increased inci-
dence of the disease in the United States.

At least one State, California, has enacted legislation to facilita’
development of an AIDS vaccine. Last fall, California passed a law,
assembly bill 4250, which addresses each of the obstacles the Insti
tute of Medicine said would stymie vaccine development.

The California le}g‘islation is a laudable first step. Federal legisla-
tion should go further in the area of tort reform. It should ensure
that judges nd juries do not have the power to second-guess the
Lt;dgment of FDA experts who, after spending years evaluating the

nefit/risk retio of a vaccine, will have concluded that the benefit
to the public from an HIV vaccine cutweighs the unavoidable risk
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inherent in such a vaccine. Federal law should clearly protect the
manufacturers of an AIDS vaccine from liability without fault.

For these reasons, we support the following Congressional ac-
tions: number one, increased funding for programs directed toward
serotyping; number two, establishment of a central repository of
AIDS virus isolates and patient sera; number three, tort reform to
establish fault-based products liability, including a victims compen-
sation fund to discharge society’s responsibility to pay for the
larger benefit of a population protected against the deadly HIV;
number four, making a vaccine against HIV a compulsory vaccine
for the general population.

We urge that these steps be taken now when the biotechnology
companies developing HIV vaccires are on the verge ¢f making the
decision of whether or not to mount the very expensive scale-up
and preclinical development programs necessary before the com-
mercialization of their R and D efforts.

Thank you.

[The prepared statement of Dr. Martin follows:]
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STATEMENT OF DAVID W. MARTIN, JR.. M.D.

Mr. Chairman, and members of the committes,
Genentech is a 1leading biotechnology company
committed to the Tresearch, development and
coamercialization of pharmaceutical products made
through recombinant DNA techniques. Genentech ie
one of the biotechnology companies actually
pursuing developmen: of an AIDS vaccine. I
appreciate the opportunity to share with you the
promise, and the frustrations, of our efforts in
this area.

Today mankind is confronted with potentially
the most insidious disease ever known -- one which
attacks the immune system and renders it incapable
of resisting the invading virus. Those wl> develop
the symptoms of it will die.

Acquired Immune Deficienty Syndrome -- AIDS--
is primarily a sexually transmitted d.sease with no
early warning signs. After infection with Human
Ismunocdeficiency Virus (HIV), individuals may be
healthy for five or more years during which time
their serum may not aeven test positive for AIDS
antibodies. These individuals, unaware of the
infection, unw ttingly spread it. Health officials

suggest only 25% to 50% of those infected will
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develop the symptoms; the rest remain carriers of
ths dread disease.

Bstveen 1581 when the disease was first
diagnosed and the end of 1986, over 27,000 people
in the United gtate have been reported to have
AIDS. By the end of 1986, over 15,000 had died.
The U.8. Public Health Service estimates that by
hd 1991 there will be 270,000 reported cases of AIDS.
Considering estimates that one to two million
PeOple may already be infected, the Public Health
Service’s estimate of AIDS cases in 1991 seens
extracrdinarily conservative.

The costs to society of this dread disease are
staggering. The human costs == the emaciation, the
dementia, the pain, the suffering, the loss of
productivity, the loss of young 1lives -~ are
incalculable.

The dollar costs :re astronomical. The
National Academy of sciences recently :e;orted that
the average hospital cosi. alone range from $50, 000
to $150,000 for each AIDS patient. The Public
Health Service projects that direct costs of care
for AIDS patients in 1991 alone will be $8 billion
to $16 bililion. It 4is 1ittle wonder that
eradication of AIDS is America's highest health
priority.
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What can be done snd how can ve wsge Vsr on
this disesse?

Disgnostic tests sre now avsilable which sre
capable of detecting sntibodies to the AIDS virus.
These disgnostics have done much to enhance the
safety of the Nation's blood supply. Appropriate
criteris sre in plsce for identifying and excluding
blood and Pplssma of donors who sre st incressed
risk of transmitt.ng the disease.

Unfortunately, AIDS cannot be cure.d st this
time. One drug, AZT, has shown promise in
inhibiting s key enzyme, reverses transcriptase,
involved in the replication of the virus. on
bslance, however, the extensive efforts directed
toward screening and testing antivirsl Pproducts,
products to rebuild the immune response and
products to treat opportunistic infections
sssociated with AIDS have not been successful.
While we must continue the search for effective
trestments, even an effective treacment is not s
complete answver.

A major hope in the struggle sgainst AIDS is
that development of s vsccine will be possiblu.

The consensus of experts including those st the
World Health Organization and the Nstional Academy

of Sciences is that, even if the scientific snd
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nonscientific issues which cloud the develogment of
&n AILS veccine can be resoclved, e veccine is tive
Or more years eway. Although a veccine is years
avay, this should not detrect from the tremendous
strides the scientific community has taken in
understanding IV and how it works, nor should it
dash hopes for a ve. ae.

immiaization egainst AInR and prevention of it
in our populetion and in the world at lerge pust be
our goal. Historically, immunizetion hes been one
of medicine's most spectacularly successful and
cost effective preventive health Beesures. One
reason has been byceuse government or other
orgenizetions were villing to step forward et the
appropriete time with particulerly powerful
resources. Through immunizetion in our 1ifetime ve
have sesn the global eradication of emal'vox. Wwe
have elso witnessed the virtual elimination in th.
United states of poliomyelitis and heve drasticelly
reduced measles, Bump.s and rubelle. There are now
thousands of children elive and well who would have
died of these diseases if our modern veccines had
not baen developed. Such is the hope of vaccines.

Vaccines all wort on the same besic principle
by getting the body to make antibodies which will
recognizc end bind to an infectious egent,
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signaling other parts of th immune systea to kill
or inac ivat.. the agent. Perhaps the major
scientific obstacle imolved in producing an
effective AIDS vaccine is the virus variation
probles.

This problem stems from the fact that there
exist multiple strains of HIV with immunologically
distinct surfaces. This enables the virus to evads
an immune response. because the immune risponse
vhich eliminates one ty,.é of virus may be less
effective or ineffective in eliminating a virus
with a different spectrum of surface component.
Practically speaking, an individual vaccinated with
the components of one type of virus might be able
to mount an immune response against the homologous
virus, but not necessarily against a different
strain of virus.

A rimilar situation exists in the case of
polio where there are three immunologically
distinct forms =f the virus. All three types of
virus are included in a polyvalent vaccine. This
vaccine has been spectacularly effective, and it is
obvious that a similar polyvalent vaccine for AIDS
might protect indi: lduals against the variocus types
of the virus.

Unfortunately, the numter of HIV types is
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completely unknown et this time. Taus, ere there
only e few types of HIV, ss is the cese with polio?
Or, are there an enormous number of types, es is
the case with the influentzs virus? These questions
are central to the development of an AIDS vaccine.
A lerge number of virus types (>50) might make the
pPracticsl production of an AIDS vaccine virtuelly
impossible.

Federal efforts should support and expedite
ongoing resesrch efforts. First, the Congress
should provide increased funding to greatly enhance
and  fully support the NIH and sny other
governmental or privete sector efforts to conduct
serotyping of the AIDS virus. The same typing
Program which wes done for polin is essentisl for
the development of an AIDS veccine. The technology
for this typing currently exists. The result of
this typing will ellow the verious investigetors
working on an AIDS veccine to choose the genes from
the eppropriste virel isolates for inclusion in e
polyvelent wvsccine in order to provide broad
protection egainst the different types of aIDs
virus,

Second, ve urge this committee to tske steps
0 duvelop a central r Isitory {ur viral isoletes

and patient serum, go that they are readily ana
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easily available to all qualified scientists.
Third, we ask for greater coordinrcion of federal
efforts in order to make more readily available
information concerning governmental research
projects and the data resulting from such projects.

The powerful toole of biotechnology have much
to offer in the development of wvaccines,
particularly in connection with an AIDS vaccine.
Genetically engineered vaccines, based on portions
of the recombinantly produced surface of the AIDS
viral envelope, are inherently much safer than
conventional vaccines which use weakened or killed
viruses. The recombinantly produced fragment
merely mimics the mortion of the virus in order to
trigger an jmmune response. Absolutely no one will
develop an AIDS infection from thie type of
vaccirne. No vaccine, however, ie 100% safe.
Moreover, it will not be until after the widespread
use of an AIDS vaccine thit all the infrequent,
adverse effecte are even icdentified.

Testing of an AIDS vaccine has its own unique
probleas. There are no good animal models. Even
though the HIV infects certain non-human primates,
it does not give them AIDS. Consequently, aninal
te-ts can only determine ¢?¢ the vaccine prevented

the viral infecticn by testing for antibodiee to

126




ERIC

Aruitoxt provided by Eic:

123

the HIV and for the NIV PAr ge. Such tests cannot
Predict for certain wnether the vaccine will
Prevent AIDS in humans. Only direct tests on
humans, which raise mary social, ethical and
political questions, will be able to determine
vhether the vaccine is effective. Because of the
long latency period of HIV 4in humans after
infection, it may take several years to determine
whether it effectively pravents AIns.

In March of 1986, this Committes and the House
Committee on Energy and Comnsrce asked the National
Academy of Sciences, Institute of Medicine (IONM) to
help formulate a new vaccine policy. 1IO0M convened
& conference of 70 leading experts on vaccines and
immunization. The discussion at the conference
focused .n the continuing inadequacy of government
and  industrial investment despite the cost-
sffectiveness of immunization. The I0OM conference
found that Promising research results are not
developed into products because of (1) the enormous
expense of clinical trials; (2) the unknown market
size, particularly with adult vaccines which unlike
childhood vaccines are not mandated by th: states;
and (3) the potential for large and unpredictable
avards in products liability cases where the

manufacturer has Properly made a vaccine which has
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an inherent and known risk; one which cannot be
avoided.

The National Institute of Medicine made the
same points in its recently published,
comprehensive analysis of the AIDS epidemic:

Much of the expertise in vaccine
development is in the industrial
sector. However, contributions of
industry to the developsent of an HIV
vaccine are inhibited by the substantial
developmental costs in the absence of a
significant probability of fi/ancial
return and by apprehension over potuntial
1labiiity incurred in the course of
vaceine distribution. Creative options
for the governaental support of
industrial researrh, guarantees o?
vaccine purchase, und the assumption ot
reasonable liability should, therefore,
be actively explored and encouraged.

Ses mmm_am;___ninﬁnnl—lﬂ!—mh
Health. Health care and Research (1986), at 27,

In its report, the IOM later aptly observed:

Another difficulty involves the
unwillingness of Bany pharmaceutical
companies to commit to a significant
finavc.al and scientific investment in
vaccine dsvelopment in the face of
prosent liability threats and insurance
ccnsiderations. Concerns eoxist over
1iability both during the testing phase
of vaccine development and after a
vaccine is licensed Dut are psrhaps
greater during the latter period. Unless
problems of vaccine 1iability are dealt
with ewiftly and effectively, no
manufacturer may be willing to produce
HIV vaccine for use in the American
market.

Ibid, at 229.
The Institute of Medicine has correctly
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identified thc barriers to development of vaccines.
The liability questions loom particularly large.

These are troubling questions. Does the
manufacturer who properly prepared and labelled the
vaccine or the equally innocent victim who is
injured by the infregquent, but unavoidable, side
effect bear the loss? If the side effect was
unknown, should the manufacturer or the innocent
victim have to bear the loss?

Under well-established 1law, the vaccine
manufacturer is not liable for injuries when the
vaccine has been properly manufactured and adequate
varnings of known risks have been provided. Some
courts have acted contrary to these principles and
forced manufacturers to pay sizable damage avards
including awards of punitive damages. In the first
significant case, Reyes v MWyeth Laboratories, 498
F.2d 1264 (5th cir. 1974), the Court suggested
compensation should be provided to the innocent
victim and that the cost is best borne by the
manufacturer.

The clear signal to vaccine manufacturers from
the Reyes decision, and those which follow in its
wake, is that liability may be found without fault.
Subsequent case rulings have further encouraged the
£iling of law suitr departing from liability

11
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associeted with feult. See Kitch, E.W. "1he
Vaccine Dilemma,” Issues in Science and Technology
(Winter 1986), at 108 - 121. These decisions have
the effect of unjustifiably making the munufacturer
the insurer.

»
The uncertain 1legel environment has had
tangible adverse effects on vaccine manufacturers:
It has discouraged the manufecture and innovation ¢

of vaccines. Some pharmaceut.cal manufecturer have
chosen to opt out of the vaccine business
eltogeths..

The remaining manufecturers heve been forced
to reflect the increased costs in their prices.
Last fall, when Congress considered the childhood

vaccines bill, the number of msanufacturers had

manufacturer of veccine for measles, =mumps and
rubelle and two DPT vaccine manufecturers. In May,
1986, the two manufacturers of DPT Veccine
announced tremendous price hikes to cover the cost
of lav suits. One of the manufecturers, which had
priced a dose of vaccine in 1982 et $.11, was
reportedly charging $11.40 par dosa after June,
1986, to cover the cost of litigation through self-

insurence.

|
dvindled to one manufacturer of polio vaccine, one

Tha same disincentivas for manufacturing

12
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childhood vaccines exist for developing an AIDS
vaccine. 1In addition, there are other obstacles to
the development of an AIDS vaccine. Unlike the
childhood wvaccines whose widespread uss has
identified adverse side effects, we cannot
accurately know or guess what side effects will be
associated with an AIDS vaccine. Unlike the
childhood vaccines which the states make mandatory
for each child, we do not yet know whether or when
the government will make an AIDS vaccine mandatory.

The question of who will use such a vaccine is
& critica] one to answver for purposes of
commercialization. It has even more significant
health consequences. From a public health
viewpoint, an HIV vaccine should be a universal
vaccine. Thers are a number of rsasons why the
governmant gshould make an AIDS vaccine, once
developed, compulsory.

The most important consideration is that the
current epidemiology of AIDS in the United States
and its prevalence in the identified high risk
groups such as homosexual men and IV drug users
most likely reflects transmission of the virus five
or more years ago. In five years, we may well see

an entirely different epidemiologic picture for HIV

13
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infection with a much g.eater pr: .lence in the
geaneral heterosexual population. Indesd, Ve
already know from the epidemiology of HIV infection
in Africa that at least certain HIV strains can be
spread through the heterosexual population. Por
this reason, vaccination of the general population
at the earliest possible date is essential ¢to
prevent anything remotely similar to the widespread
heterosexual epidemic now in progress in several
African nations.

There is absolutely no way to guarantee with
1008 certainty that the nation's blood supply will
remain entively safe with respect ¢to HIV
transaission. Small but finite risks exist at the
present time that individuals who have the HIV
infection, but who have not yet developed the
antibodies to HIV which the diagnostic tests can
detect, will on occaeion donate blood and
contaminate the natier', blood supply. Generalized
vaccination of the heterosexual population is iile
only vay to reduce the risk that contaminated blood
is not inadvertently administer 4 to unprotected
individuals.

We cannot afford to allow HIV to becoxme
endemic in the way that hepatitis B has.

Currently, there are over 2 mnillion carriars of

1,
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hepatitie B in the United Statee and nearly 200
million in the People'e Republic of China. As hac
happsned for hepatitie B, once a eignificant number
of women of childbearing age are infected with HIV,
the infection may become endemic because it ie
frequently paeeed to the chjildren of such mothers.
If we do noc intervene nmii reduce the number of
HIV eeropositive women of childbearing age, we may
be faced in thne future with a wideepread chronic
endenic infection in a large pool of carriers.

The moet eucreeeful vaccination programs in
the United Statee have both involvsd the vaccinee
vhich were adminietered universally to the general
population. Generalized vaccination programs were
responeible f~r the euccese of the smallpox and
polio immunization programs. vaccinee targeted at
high riek groupe without compuleion, euch ae
hepatitie B vaccine, have feiled to prevent an
increased incidence of diseaes in the United
Statee.

At least one etate, California, has enacted
legielation to facilitate development of an AIDS
vaccine. Laet fall california paseed a law,
Aeeembly Bill No. 4250, which addreesee each of the
obctaclee I0M eaid would etymie vaccine

development. California'e law providee for

15
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compensation to the innocent victims whose injuries
are caused by an AIDS vaccine’ it provides some
nesded tort refora to assure only manufacturers at
fault are liable; it guarantees the purchase of a
certain number of doses of any FDA approved AIDS
vaccine; and it provided $6 million for clinical
trials.

The California legislation is a laudable first
step. Pederal legislation should go further in the
area of tort reform. It should insure that judges
and juries do not have the power to second guess
the judgment of FDA's experts who, after spending
years ¢ aluating the benefit/risk ratio of a
vaccine, will have concluded that the benefit to
the public from an HIV vacci-* outweighs the
unavoidable risks inherert in such a wvaccine.
Federal law should clearly protect the
manufacturers of an AIDS vaccine from liability
without fault.

Immunization is a social good. Macs
immunization can creata "herd immunity.* 1In the
case of smallpox, universal immunirzation ultimately
resulted in eradication of the diseass. Thus,
society benefits vhen its people are immunized and
society should bear the costs wvhen innocent victias

develop known adverse reactions frna vaccines of

16
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vhich manufacturers have warned, but which they
have no power to eliminate. PFor similar reasons,
society should bear the cost when innocent victims
develop previously unknown adverse reactions from
vaccines. In the case of an AIDS vaccine, the costs
of a victim compensation program with reasonable
limits for innocent victims is a emall price to pay
compared to the spiraling costs for hospitalization
and treatment of AIDS patients which could be $16
billion and climbing yearly by 1991.

For these reasons, we support the following
Congressional actions:

1. 1Increased funding for programs directed to
serotyping;

2. Establishment of a central repository of
HIV isolates and patient sera;

3. Tort reform to establish fault-based
products liability, in:luding a victim
compensation fund to discharge society's
responsibility to pay for the larger
benefit of a population protected against
the deadly HIV;

4. Making a vaccine against HIV a universal

vaccine.
We urge that these steps be taken nov before the
biotechnology companies developing HIV wvaccines

17
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have to face the decieion of whether they will

commercialize their invent:ions or not.

L34x65.PTK/mb
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The CHAIRMAN. You have given us a lot tv think about in that
testimony, both the ethical issues as well as the viability issues,
commercial matters, which we will come back to,

Dr. Katz, we welcome you, a distinguished pediatrician. We are
delighted to have you here today.

Dr. Karz. Thank you, Mr. ennedy, Mr. Weicker, Mr. etz
enbaum, Mr. Adams. This is a special opportunity for me to speak
with you about some selected issues which we face in the develop-
ment and the use of vaccines to prevent AIDS.

My own interest in vaccines s 30 years of involvement with
basi: virologic research, clinicafaijnmvestigation, vaccine trials, re-
search consultation and, more r.*':ent}y, ublic policy.

Currently, I serve as chairman of the Immunization Practices
Advisory Committee of the United States Public Health Service,
which formulates the recommendations for use of vaccines in this
country.

Add?éionally, Dr. Fauci has asked me to be a consultant to the

Executive Committee of the National I~stitutes of Health.
For several years, from 1982 tc 1985, I served on several institute
of Medicine committees which at the request of the National Insti-
tute of Allergy and Infectious Diseases examined priorities in vac-
cine development and the very interaction to which Dr. Martin
spoke of the nublc and private sectors in vaccir innovation.

I think it is importai.. to review briefly the ast history of vac-
cine development in this country in order to look at the current
challenge with some perspective. D ving the past 35 years, we have
been eminently successful in developing safe and effective vaccines
to prevent a multitude of virus infections, including influenza, po-
liomyelitis, measles, mnmps, congenital rubella, and hepatitis B.

These successes have all represented combined endeavors of indi-
vidual scientists and groupe of researchers in various settings, uni-
versity medical centers, regearch institutes, governmental agencies,
including NIH, the Cent~rs for Disease Control, the Dep artment of
Defense, and the Food and Drug Administration, and prisate indus-
try.

The interplaly among these individuals and g-oups has been dy-
nem2, healthi competitive, and in many instunces positive and
colls..,orative. Most ot those who attended a July NIH workshop on
AIDS vaccine sponsored by the National Institute of Allergy and
Infectious Diseases left those sessions with guarded optimie, but
renewed determination (o seek effective vaccines for the prevention
of HIV infections.

st was apparent that much information remained to be acquired
regerdir.g many aspects . AIDS. During my earlier staiement, I
spoke with optimism, but I think it is important to underline what
Dr. Fauci has already mentioned, and that is we have noe previous
experience with the prevention of human in” “tiors due to this par-
ticular class of agents, the retroviruses. a.. the other svccesses
which we mentioned are with different t of viruses.

In_thinking of the directions in w ch vaccine development
should go, it is my best judgment thet the most important inter-
vention will be in ‘he prevention of the original infection with
human immuno-deficiency virus, not in the prevention of disease in
those important, unfortunate ‘ndividuals who are already infected.
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Their salvage will be better addressed by chemotherapy, immun-
otherapy ana combinations of both.

Even if induced animal infections su... as those mentioned in
chimpanzees and other non-human primates can serve as models of
human infection, it is important to appreciate that retroviruses
may behave very variably in different species, so that the requisite
transition from laboratory and animal experiment to human study
will be critical and frought with anxiety.

The eventual strategies for intervention with vaccines to prevent
human infection will be conclusively determined only by studies in
man. Thus, there are ethical, legal and sccial issues to be consid-
ered in parallel with the very complex scientific ones.

There are major concerns regarding liability. Dr. Martin has
spoken to these. This is an area where government intervention is
critical to the encouragement of successful clinical studies.

The recently-enacted National Childhood Vaccine Injury Act of
1986, Public Law 99-660, could well serve as a prototype for federal
and/or State development of legislation to establish an equitable,
reasoned approach to compensation and liability for alleged vac-
cine-related injury.

This issue is considered at great length in several recent reports

from the Institute of Medicine. To encourage the pharm.ceutical
industry to develop and to distribute potentiai AIDS vaccines, the
system must be corrected in a way that will remove the current
legal interpretation of strict product liability while still protecting
vaccine recipients and guaranteeing compensation for any injuries
incurred.
The planning and implementation of the initial human clinical
trials will merit careful scrutiny by an expert advisory group. Such
trials will have 1o be conducted in special settings, such as those
which Dr. Fauci described in the vaccine centers.

When a vaccine is shown to be successful in generating an
immune response, the next steps will be even more difficult. How
does one select a group of susceptible individuals at risk in order to
assess the efficacy of such a vaccine?

There will be many issues to be considered, including the afore-
mentioned confid- tiality, compliance with lcng-term follow-up,
and the anticipated cost of such studies. Once an apparently suc-

vaccine has been developed and brought through phases I
and II, tne guestion arises again as to at what age and to whom
would one a.ninister this vaccine.

It will be exceedingly difficult, if not impossible, to identify in ad-
vance those individuals whose eventual choice of lifestyle may
make them at greater risk of AIDS or who will be subjected to en-
vironmental factors th~t may put them at higher risk.

The question will arise whether this is a vaccine which should be
administered to all children, and Dr. Martin has raised that ques-
tion, early in life, - is no' our accepted practice for the common,
preventable disea:.s, diptheria, whooping cough, tetanus, polio,
measles, mumps, rubella,

The social stigma of AIDS rmay arouse significant reluctance of
parents to have their hildren immunized against a disease which
they cannot envision ever affecting them.
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However, an ideal age might be age 10 or 11 years, prior to or at
the onset of observed sexual activity in our society.

The issues of funding are obvious; they have been spoken to and
I will not reiterate them.

In summary, I believe that the priorities which one can assign to
the development of an AIDS vaccine are unequaled by any other
disease which we face today or have faced in recent years, so that
in the consideration of all of these issues we can only adcpt a posi-
tive approach to the development of a safe and effective vaccine
and the mobilization of funds to continue and foster the research
and development leading to it.

Thank you, Mr. Chairman.

[The prepared statement of Dr. Katz follows:]
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Mr. Cnairman and Comnmittee members,
This is a welcome and privileged opportunity to speak with you

today about some of the issues which we shall face in the development and

use of vaccines to prevent Acquired Immme Deficiency Synd~ome (AIDS). My

own interest in vaccines spans 30 years of personal involvement “weginning

with basic virologic research, e. ending into clinical investigation and

vaccine trials, merging into research consultat:.n and, more recently,

public policy. Currently I am Chairman of the Immunization Practices

Mvisory Committee of the UniteC States public Bealth Service (at the

Centers for Disease Control) and a consultant to the AIDS Executive

Committee of the Natiolal Institutes of Bealth, From 1982 until 1985, I

was Chairman of a committee of the Institute of Medicine of the Nationai

Academy of Sciences to study at the request of the National Institute of

Allergy and Infectious Diseases the establishment of priorities for the

deve lopment of new vaccines. Simultaneou.ly I was a member of a second

committee at the Irstitute of Medicine investigating public-private sector

relations in vaccine supply and innovation. These experiences leave me

with an overall optimism regarding the ability of our nation to mount
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eventually a successful vaccine program to prevent AIDS.
The past history of vaccine devrlopment in this country is

important to review briefly in order to examine the current challenge with

some perspective. In the past 35 years we have been successful in

developing safe and effective vaccines to prevent a miltitude of virus

diseases including influenza, poliomyelitis, measles, mumps, rubella, and

hepatitis B. These successes represent the combined endeavors of

individual scientists and groups of researchers in varied settings

including university medical centers, research institutes, goverrmental

agencies (including the National Institutes of Health, the Centers for

Disease Contrci, the Department of Defense and the Food and Drug

Administratiow) and private industry, especially the pharmaceutical field.

The interplay among these individuais and groups has been a dynamic,

healthily competitive one and in many instances a Positive and collaborative

relationship, Previous witnesses before your cormittee this morning have

already attested to the unique attributes of AIDS, the ‘rus ®IV) which 1s

responsible for it, the ummne response to the infection and the problems

in research and health education. With the mobilization of talented

scientists in the many environments to which I have referred above, there
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are already significant advances occurring in a dynamic fashion increasing
our understanding of the virus, the immune response to infection and those
characteristics of both aspects which must be taken into congideration in
research and development of a preventive vaccine. The dynamic kaleidoscope
of AIDS research is such that almost daily new information is acquired
régarding HIV and 1ts interactions with the human host.

On July 26th and 29th of 1986 I was privileged to serve as
Chairman of a two day workshop organized by the National Institute of
Allergy and Infectious Diseases to examine issues in the development of
vaccines {0 prevent AIDS, Most impressive was the enthusiasm .3 optimism
of the many investigators who attended and shared research results, Again,
they represented every facet of the public and private biomedical
scientific establishmen.. Most of those in attendance left the sess1ons
with guarded optimism and a renewed determination to seek effective
vaccines for the prevention of i'IV infections and their dread consequences.
It was apparent that much information remains to be acguired regarding many
aspects of AIDS, ranging from its pathogenesis through the natural history,

the epidemiology, the relationship to other infectious agents, the immune
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response and the availabilty of relevant animal podels. Despite my earlier
statement : .rding our success with many other viruses in the past, .t is
important to emphasize that we have no previous experience with the
prevention of human inf ‘tion due to this class of agents, the
retroviruses.

In thinking of the directions for vaccine development, my
judgment is that the most important intervention will be in the prevention
of original infection, but not in the prevention of disease in those
unfortunate individuals already infected. The latter aspects will be
better addressed by chemotherapy, immnotherapy, and possibly combirations
of both.

Even if induced animal infections such as those of chimpanzees
can serve as models of human infection and their prevention by
investigative vaccines, it is important to appreciate that retroviruses may
bel 've quite variably in different species so that the eventual transition
from laboratory to human study will be fraught with anxiety. The eventual
vaccine strategies for prevention of luman infe-tion will be conclusively

determ’ned only by studies in man. This raises major concerns regarding
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liability in the conduct of these studies. This is an area where
governmental intervention will be critical to the encouragement of
legitimate, thoughtfully planned clinical studies. The planning and
implementation of initjal human clinical trials will merit the scrutiny of

. expert advisory groups. Such trials will need to be conducted in special
settings for initial abservation but then include the facilities for long-
tem surveillance, both for safety and efficacy. 1f/when a pucat.ive
vaccine is gshown to be successful in the generation of an immune response,
the next steps will be even more difficult. Bow does one select a group of
susceptible individuals at risk in order to assess the efficacy of such a
vaccine in prevention of HIV infection? Among many considerations will be
surveillance, maintenance of confidentiality, compliance with clinical
followup, and anticipated duratiun of observations. Even if/«hen an
apparently successful vaccin; has been developed, a more sensitive question
will be the selection of what population, and at what age, to administer
the vaccine. It would be exceedingly difficult, if not impossible, to

identify in advance those individuals whose choice of lifestyle or other

environmenta’ factors will put them at high risk. The question will arise

whether this is a vaccine which should be administered to all infants,
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early 1in life, as 1s accepted practice now for the common preventable
diseases of infancy and childhood (diphtheria, whooping cough, tetanus,
poliomyelitis, measles, mumps and rubella). The social stigma of AIDS may
arouse significant reluctance of parents to have their chilcren immunized
against a disease which they cannot envision ever affecting them.

The mobilization of funds to support the lengthy and multiple
research efforts which will lead to the development of successful AIDS
vaccines will again be a collaborative one involving both the -overrment
and the private sector. Similarly the educational programs which will be
necessary in order to facilitate vaccine studies ard eventual vaccine
uti1lization will require skilled materials and performance bv educators and
health professionals. The necessary funding has already been estimated by
the Institrte of Medicine group chaired by Drs. Sheldon Wolff and David
Baltimore. These must be allocated as new funds, mnt taken from other
essential programs the success of which may well hold unexpected clues to
our understanding of AIDS and human immunodeficiency virus. Inappropriate

reallocation of funds originally intended for other research would be

counterproductive and deleterious to research in multiple other areas of

Y




major human nealth significance.

The recently enacted "National Childhood Vaccine Injury Act of
1986" (Public Law 99-660) may well serve as a prototype for Federal
develorment of a program to establish a fair, constant approach to
campensation and liability for alleged vaccine-related injury. This issue
i§ considered at great length in the report of the Institute of Medicine
Study on Vaccine Supply and Innovation (Mational Academy Press, Library of
Congress Catalog Card #85-60772). To encourage the pharmaceutical industry
to develop and distribute potential AIDS vaccines, the system must be
corrected in a way that will remove the current legal interpretation of
strict product 1iability while still protecting the vaccine recipient and
guaranteeing conpensation for any injury incurred.

There can be ro doubt that a vaccine to prevent infection wath
human immunodeficiency virus receives the highest priority for development.
In considering those factors which bear on the establishment of such
priorities, all of the following items are -elevant.

Current research progress relating to the agent

Morbidity an? ~~-+~1ity of the infection and the disease
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Identification of target population

Technical feasibility and the probability of success

The cost of development and production

Predicted efficacy of the vacc.ine

Delivery of the vaccine (ihe route and the number of doses)
Adverse reactions encountered

The cost per dose and course of immunization

The duration of protection afforded

Acceptance by health personnel and by the intended target
population

In considering vaccines for AIDS, nearly all of these issues can

be viewed in a very positive fashion with the anticipation that the known

morbidity and mortality of the disease will ensure acceptance of a safe and

effective vaccine as well as the mobilization of [ _ads to foster the

development.
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The CHAIRMAN. Thank you vemmuch.

I think here in our panel we have individuals who are about as
up to speed as anyone in the country or any individuals in terms of
what is happening out in the research area, certainly from within
the governmental research programs, the national institutes, and I

ink David Martin in terms of what is happening out in the pri-
vate sector. So I am looking forward to having the chance to get
your nses to some of the questions that I have.

I think Dr. Fauci had indicated earlier that you do believe that
som- form of AIDS vaccine may be available for testing sometime
at tne end of this year or by the early part of next, is that right?

Dr. Fauct. Yes, sir.

The - One of the issues which must be resolved before
a vaccine can be tested is whether its fﬁcagywillbetestedin ri-
mates first or directly in humans. I would like to ask you,
Fauci, and the whole panel, what your opinion about this question
would be, given the sense of urgency about the development of a
vaccine, the delaKuthat comes in the testing of the rimates, but
given the other kinds of ethical issues which would be faced by
testing in individ 8 first.

t is your opinion about whether it is going to be essential to
test it in primates or humans first?

Dr. Fauct. You mentioned the term efficacy, Mr. Chairman, and
I think that is reallg'athe critical word there. There is no question
that any material t t will be put into man should be tested first
for safety, toxicity, and immun enicity in animals.

The standard approach would be to get an animal model that
most closely resembles the human. In this situation it is the chim-
panzee that can be infected with the human virus,

The standard approach taken by most investigators is to show
that immunization with a candidate vaccine will prevent the infec-
}tlion in an animal that is able to be infected and then go on to

umans.

The difficulty with the chimp model is that this animal does not
get the disease. The chimp gets infected, but it does not get
Immuno-suppressed and does not get the disease. So it could be

by some that even though you inject a vaccine into the
chimp and either show efficacy or not show efficacy, this may not
be directly extrapolated to man.

So it is an arguable mint. It is not an open and shut case.

The CHAIRMAN. Dr. Katz?

Dr. Karz. I would support Dr. Fauci’s presentation. It must be
tested in animals first, but that is not going to give all the answers
because we do not have a perfect animal model.

With polio, you could produce polio, paralytic disease in mon-
keys. With measles, you could produce measles in monkeys. The
next step really was rubella, where what we were trying to prevent
was the infection of a fetus in utero.

We were never able to develop an animal model of human ru-
bella infection. We went through the monkey model because there
were a number of questions that could be answered, such as Dr.
Fauci has mentioned, safety and immunogenicity. But we never
knzw until we got to man and continued with trials that it would
prevent the infection of a baby in utero.
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So there will be, again, unanswered questions with HIV vaccines,
but there are still essential steps in the testing in primates that I
think have to precede human trials.

The CHAIRMAN. You included this testing when you talked about
the time that would elapse before we might have at least some re-
sults in terms of a vaccine that would be safe and efficacious and
that would be approved when you gave us that five to eight vears?

Dr. Faucl. Yes, that is inclu({ing the initial testing for safety and
immunogenicity in animals, sir.

The CHAIRMAN. And would you agree that even vaccines that
h-ve been tested in primates and then in human beinis in a few
instances ended up having unprecedented and undesirable effects?
Is tl},ere a danger of this kind of an outcome with a new AIDS vac-
cine?

Dr. Faucl There is no question that testing in animals can give
you a good sense of the types of toxicities you may see, but it cer-
tainly will never give you an abseolute, complete answer.

We generally find out about the very rare toxic effects of a par-
ticular product after it has been administered to large numbers of
gople. Sometimes you see problems early on with smaller num-

rs. This is one of the ma{:);:ationales for going gradually from a
phase I to a phase Il to a p .

Hopefully, you will pick up the majority of the deleterious effects
in phase 1 studies which are geared toward safety and immunogeni-
city, but it is also conceivable that you will not see certain of them
un..l the vaccine is widely used in phase III studies and thereafter.

The CHAIRMAN. Dr. Martin, I want you to respond to these, too.
Perham:;xmwould respond to the first question.

Dr. . My response, I think, would be a little bit different.
I would say that Fiven that the safety was shown in a chimp model,
for instance—in fact, safety can be determined in cther non-human
primates than the chimp—then obviously an efficacy study would
need to be done in chimps.

Given that it is safe and non-toxic in chimps, I think a positive
result—i.e., some evidence of protection of infection by in a
chimp—would be very encouraging. On the other hand, I do not
think that lack of protection in a chimp from HIV infection should
be unnecessarily discouraging, the reason being that chimps and
humans have the potential of responding somewhat differently to
different immunogens. Their immune systems, while very similar,
are not identical. Thus, iack of proven efficacy in a chimpanzee
n}odel should not deter the study, at least phase I, in a human pop-
ulation.

The CHAIRMAN. For the purposes of the discussion, the animals
we %re talking about are primates; specifically, chimps. Is that. cor-
rect?

Dr. MARTIN. Yes, sir.

The CHAIRMAN. We all agrze with that.

Are there sufficient numbers of chimps around?

Dr. MARrTIN. I would categorically say no, there probably are not
at the moment sufficient numbers of - vell-cared-for, studied chimps
available. I know Dr. Fauci has been very much involved in trying
to ri’clquire such animals. That is, I believe, going to be a significant
problem.
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Th CHAIRMAN. Dr. Fauci, 1 your respc se to the earlier \ ues-
tion about efficacy studies related to chi ﬁs or to other primates?

Dr. Favct. The only animal model in which you ean determine
efficacy ie the chimp and then only in regard to infection, not dis-
ease. 'l{us is b_cause the chimpanzee is the only animal that can be
infectzd with the human virus. So I actually was referring to the
chimp there.

And I agree with whet Dr. Martin was saying that if you ‘o not
show efficacy ir. this animal, that does not necessarily deter ;+n
from going into humans.

The CHAIRMAN. Could we talk a iittle bit about the problems that
we might face that would prevent a vaccine from going to the
market area once it has been tested? What are they?

Dr. MARTIN. Well, ! think thev fall into three areas. The first is
<he lack of product liability protection for the manufacturer or dis-
tributor. The second is th~ enormous cos{ ——

The CHAIRMAN. I know the enormous problem we faced in that
with childhood diseases. ¥ r Committee wrestled with that for 15
years. We are talking ab._. a handful of cases that spin off from
the use of the live * \ccines in polio in predictab’e number.

The failure to cc. to griﬁswith it aimost dryve that ccmpany
right out of productiun, so thie is an enormously important ques-
tion. We finally came up with a solution to this in the last year,
but it arou: .8 enormo s kinds of ditterences l.are in this rody.

So when we talk a.)jut eliminating product liabilits, :hat is a
major kind of a question as well that invnlves, even if + - produce
these, whether they are going to produce hem sarely .ad effective-
ly or whether there is not oing to be ne~l.gence even in .he pro-

uction of them and whether you free companies from putting
things out which may be ar. approved vaccine but not done in the
wzg) that it should be.
we do not wart to unduly alarm people, but we do ...t also
want to have sort of a magic wand tl at if you eliminate the prod-
uct liability, we are resolving the problem. That is obviously an
issue that we have to worry about.

What are the others?

Dr. MARTIN. The others have to do with the enormous cost of the
pre-clinical and clinical development. Perhaps you are aware that
in a research and development program, for instance, for an AIDS
vaccine that the successf{;l researcn effort really accounts for only
about ten percent of the costs of developing an AIDS vaccine.

The third ic the current p..rket elimate; that is, what is going to
be the marke 3ize. We do not know what the market size is, and
therefore when it comes to managi g essentially a small-venture
company ¢ ‘ch as Genentech, we :ﬁvl:ays have to concern ourselves
with whetuer we are betting the company on what is, in effect, a
ver: risky project.

1.2 CHAIRMAN. Any cther comments’

Dr. Ka1z. Yes, I would like to aau one comment to your remarks,
Senator Fennedy, and that is -elating to whethe. a company could
co: :e to the market with a sloppily-prepared or unsafe vaccine.

I t"ink the .ther agency, tﬁe FP and Drug Administration,
through which any vaccine must e passed and tested carefully
prior to licensure, is our best safeguard against that.
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I .rink that that agency is staffed with scientists who are very
familiar with vaccine development, and all of the studies that we
are talking about now include deliberations and collaboration with
;Icizrllt}ilsts in all the agencies. not just the National Institutes of

ealth.

The CHAIRMAN. Doctor, you are the professional on it. When you
use live viaccines, you get a certain number of predictable cases of
prto.
ur. Katz. That is correct.

The CuairM#N. Those people bring the cases and they go to
juries and they see a malformed child out there, and they brought
those cases and that is predictable. They can produce under the
best (eag circumstances—-it is predictable that some children will be
‘njured.

Those findings against that company raised the price, as we
heard earlier, from 11 cents to $11 dollars.

It just about drove that company ou of the production of it, and
it is not that they are prclucing an inferior product and it is not
that they have not got F'DA approval.

We have just been wrestl:ag with this problem for a long time
and it is certainly a problem that we will have to solve with this
vaccine as well.

We are going to have to be creative and imaginative and work
with the scientists and the private sector to be able to do it.

Dr. MARTIN. Mr. Cunningham, I think, has a comment.

The CHAIRMAN. Mr. Cunningham?

Mr. CunNINGHAM. I would just like tr add these remarks about
it. In the California model of tort reform, a couple of points were
the guiding points in development of that legislation.

One was that the sponsors of that l~zislation were not asking for
the manufacturer to be excluded or to excuse from fault, responsi-
bility for his fault. For instance, there was no change in the law as
it relates to the negligent m anufacturer of a drug. If you do not
follow the recipe, you have liability.

The CHAIRMAN. Yes.

Mr. CunnincHAM. The two areas that were addressed were, one,
the design of the vaccine and the warning of known risks or known
side effects, and in that case the Califcrnia Legislature basically es-
tablished that if the manufacturer had not been negligent in de-
signing the vaccine or in warning of the known risks, that would
be the area where strict product liability would not be applied. It
would be liability based on fault.

And then the other principle that the California Legislature fol-
lowed was that this is a societal problem and the costs of, again,
predictable side effects—you do not know what they will be, but it
is Kredicta‘ole that there will be side effects—should not be borne
either by th2 victim or by one or two companies whc have under-
taken to produce the vaccine.

Therefore, they sought to establish a victims compensation fund.

The CrairmaN. Well, I do not want to get into this more than we
already are, but you had a person that was getting the polio vac-
cine; a mother goes in and the possibility of contracting the disease
may be one in 600,000. Now, that is notice.

Dr. KATz. One in three million.
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The CHAIRMAN. One in three million, so the mother is going to
£0 on in there and get the vaccine. There are going to be other chil-
dren who do not get the vaccines. The child who gets the vaccine,
through the effect of the live vaccine, effective'y immunizes the
other children.

Now, the child gets polio. Now, are you going to say, well, you
were warned? You had one chance in three million and you were
warned? I mean, I do not want to Zet back into that debate here
today, but it does not lend itself to a very quick, seat-of-the-pants
response.

It is a tough one and it is one we are going to have to address,
and I think we ought to be able to address it. I do not hesitate in
saying we have to address it; we will. You know, when we are talk-
ing about all the progress that we are going to do and all these
matt.rs, there are some very important ethical issues and ques-
tions,

Let me ask Dr. Fauci, say we get a vaccine. Do you think we are
talking about a compulsory immunization program in this country?

Dr. Fauct. Tke policy for vaccine usage 18 one that is established
by the Public Health Service through a variety of consultative
mechanisms. Dr. Katz just mentioned he is the chairman now of
the Vaccination and Immunization Advisory Committee.

And that is a question that I really cannot answer right now. It
really will depend on bringing the {eat individuals from various
segments of society and approaching that very important questicn.

The CHAIRMAN. Where do you come out on it now?

Dr. Fauct. As a scientist and not as a policymaker, I would say
that, given the fact that we know that this virus can be spread het-
erosexually and that it is a sexually transmitted disease, I would
lean ctelg favor of more extensive immunization, as onposed to re-
stricted.

The CHAIRMAN. Dr. Katz?

Dr. Karz. I think we are loathe in this country to mandate that
you must do things of this sort.

The CHAIRMAN. We are.

Dr. KaTz. And if this were to be a vaccine used in——

The CHAIRMAN. Well, we do it tentatively with regard to the chil-
dren’s disesses in order to be able to go to school.

Dr. Katz. But you can get excused.

The CHAIRMAN. You can, that is true.

Dr. KaTz. You can get a letter from your physician that says
your mother does not believe in this.

The CHAIRMAN. That is right, but those are the exceptions.

Dr. Karz. Thuse are the exceptions, but I think that there are
several issues involved here, and one is the one you have men-
tioned. If this were z vaccine that is given to children, by and large
the preventive :nedicine practices in public health clinics and in
private practice in this country are such that. childhood immuniza-
tion is widely follcwed.

More than 98 percent of children have the recommended vac-
cines even before they get to school, so that there is tiie custom and
tl};(iel ;hragdx.o'dtion and the belief in the efficacy of preventive vaccines in
c .
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It is the adult vaccines where we do miserably, hepatitis B, the
pneumococcal vaccines, influenza vaccines. There is not the same
tradition and custom in giving vaccines to adults.

So I think part of the ans—er to this is going to be to whom will
you administer it and for whom will it be recomme ‘ed, and then
to see the record of how you achieve immunization w..h it.

The CHAIRMAN. Dr. Fauci, what can you tell us about when this
vaccine is developed in terms of phase I? Are they going to immu-
nize those without the antibod. .3 or those with the disease?

Dr. Fauct. Again, that will be a matter of poli?' based upon
advice from a number of sectors. There are pros and cons to each
from a scientific star ocoint which I can address very briefly for
you,

The CHAIRMAN. Sure.

Dr. Fauct. Excluding phas. I or phase II testing, the pro of im-
munizing an individual who is not yet infected is that, in fact, you
may prevent the acquisition of the virus and thereby prevent the
development of the disease it causes.

Vaccination of only uninfected individuals does not do anything
for those million or more individuals right now in this country who
are alread{linf .

One of the potential positives of immunizi~g individuals who are
already infected is that you wmay be able to prevent the progression
to full-blown disease. One of the potential disadvantages is that you
do not know what particular new toxic side effect ycu might see if
you rev up an immune system against an agent with which they
are already infected.

So, scientifically, there are prcs and cons to each.

The CHAIRMAN. Let me ask you, how many people who are not
infected do you think are going to line up for this vaccine?

Dr. Katz. Ilow many people that are not infected?

The CHAIrMAN. Yes, that are not infected are going to volunteer
to take this. I mean, do fyou think that is realistic in terms of a
public behavioral kind of thing? Do you think they are going to
want to take it?

Dr. Fauct I think that you will s~ -and this is just an opinion
that I get from speaking to individuals and groups. I have no scien-
(tliﬁcally based way of giving you an accurate number, Mr. Kenne-

y.

The CHA'RMAN. Yes. ‘

Dr. Fauct. But I can tell you that I feel that there will be indi-
viduals within what we currently call the established risk groups
who would come forth to volunteer, even though they are not in-
fected. We are well aware that they are interested in participating
in research endeavors and that they see the possible henefit to
themselves in that they may obtain some protection th: ough im-
munization.

Dr. MarTr: .. I might add that know .ng that a potent .] vaccine is
made by recombinant DNA technology and understanding the dif-
ference between immunizing with a recombinant vaccine versus a
killed or inactivated virus will change the attitude that prevailed
at the time of the initial polio vaccination.

The public has to be educated as to what the risks are. The risks
are not getting AIDS from the vaccine. Those risks do not exist

Q
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with the recombinant-derived subunit vaccine. The risks are the
side effects.

The CHAIRMAN. Just a broader question, Dr. Fauci, and the
others. Do you see the danger in our society as this endemic plague

ins to manifest itself more dramatically in term: of our society
where the scientific community is in danger of being stampeded to
cut corners in terms of the FDA process and Procedures, individ-
uals who will be flying oversras to take advantage of supposed vac-
cines that are taking place in _cher {:?s of the world.

I was around when we had the trile pressure at that time
and it was just a little wood fire compared to the kind of fire-blast-
ing that responsible researchers and thoughtful manufacturers
and, I think, knowledgeable Eiople would have with this.

Are l‘xou concerned about that situation developing?

Dr. Faucr. I do not think, Mr. Kennedy, that that will happen. I
think we have passec the early phases of the AIDS epidemic when
there was such a panic to go to aifferent countries to get drugs—it
was an unfortunate time in the sense that there was a perception
that the}:'e was something available abroad that an individual could
not get her..

I think that things now are moving along extremely rapidly in
the area of drug de' elopment and testing, as vll as in the area of
vaccine development. I do not really see ths. ..cre will be a “cut-
ting of corners”, certainly not by tKe FDA and the Public Health
Service, and I do not thini by any of the other components of socie-
ty, such as industry and srademia.

ings are moving ahea. very rapidly, but also the public is be-
coming progressively more aware and educated as to the truth
about the epidemic and its r~read and with regard to treatments
that may be available.

The MAN. Let me ask Dv. Martin, what should we be doing
at the federal government level to help the private sector to try
and deal with some of these questions that will very dramatically
and significantly affect whether we are prepared to get this distrib-
uted in a commercial way, should we get the kind of progress that
all of us are very hopeful about.

What should we be thinkin E about now? What should we be
doing to try and get ahead of the curve 80 that we ar: not just re-
acting somewhere down the road in a way that might not make
sense in terms of an orderly, rational response from the private
sector and in important, positive imgaet in terms of the health of
the AL erican people?

Dr. MARTIN. Serator, I think from the scientific point of view,
the two spe...ic thangs I mentios. d; that is, to support those federal
agencie3 that are starting to d:velop repositories for virus isolates
and patient sera, and, secondly, to promote the serotyping of these
isolates, v7ould be two things that would help not just private in-
dustry, but every scientist involved in this effort towards va.. 1e
development.

In terms of the marketplace, when Dr. Baltimore and his col-
leagues were in San Francisco at the IOM hearing, one of the
points that I made, as did the repre:entative from another biotech-
nology company, was that rather tnan havir.g federal funds put
into a program within private industry, a much more effective way
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and, actually, more American way to dea! with that is to provide
us with a purchase order for a given number of doses for a FDA-
approved vaccine; that i3, guarantee us the marketplace and give
us liability protection from non-negligent actions.

The CHAIBMAN. You know, when you mention that, I remember
back ears ago an item that affected my own State. They had the
scare about various sprays that were put on cranberries, and what
+he military did was they pre-bo _at their cranberries for Thanks-
giving that they would need anc they used it all up. It was a sound
investment, but it Masically saved an industry.

But what we are talking about here is l3,oing this in a logical,
thoughtful way on something which we know we are going to face
over a long pericd of time and giving some degree of predictablity
to the private sector and some reliability, and an investment where
marginal resources now will be enormous in terms of the consumer
?und in terms of the federal government over the period of the

ture.

That is the kind of thinking that I would hope we would have. 1
am not sure that we have got it right now, but it is an important
point and I am glad you made it.

We have heard this morning about a world wide health problem
of enormous scope and historic significance. It is the first epidemic
to threaten bnth industrialized nations and developing countries.

The global nature of this problem must further impress upon us
the need to approach AIDS in a spirit of urgency and cooperation.
We must all turn our attention to this problem in govenment, at
the workplace, the private sector, the schools, churches, the family
and there is no room for stigma and scapegoats.

Let us come together with humanity, dignity and commitment. I
am grateful to all of those who appeared this morning and helped
g here on this Committee to be able to guide our colleagues in the

nate.

I take a certain sense of pride in my own state of Massachusetts.
We have begun funding for some home health care and for support
services, which are outpatient treatment, residences for displaced
AIDS victims, and a netv-ork of help for AIDS persons. This seems
to mi:: be the first state that has taken this as comprehensively
as it has.

We are interested in noting the work that has been done in Cali-
fornia in a co-related area in terms of Liability. These are all con-
structive steps to be taken and all of us can profit from knowing
about them.

I am grateful to our panels here this morning, and in think that
you have gathered from the tenor of the discussion here that we
are very supportive of the efforts that are being undertaken in the
research area in the private sector, end we are hopeful that you
will continue to feel that you can communicate with us in way:
that we can be more helpful to you in this area as we address this
national and international challenge.

We have a statement from Senator Stevens which we will put in
the record.

[The prepared statement of Senator Stevens follows:]
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Mr. Chairman,

1 want to thank you for giving me the opportunity to
present my views on the issue of AIDS, the Acquired Immune

Deficiency Syndrome.

As you know, I've introduced a pill, S. 63, to establish
a National Commission on AIDS. 1 believe my bill is
essential if we are to effectively mobilize our resources

against this deadly disease.

Infections in the highly lethal HTLV-III virus have now
reached epidemic proportions. Proje *ions for the next five
years of the epidemic -- 179,000 deatins and 270,000 cases
have been widely publicized by the Surgeon General, Dr.
Everett koop. Other scientists pred.ct even larger numbers
of deaihs and cases. By 1991, AIDS will add from between $8
to $16 billion to our annual health care budget. No vaccine
is currently available. And fundamental features of the
virus and its pathology remain to be discovered. It is
estimated that more than 1 in 10 Americans may be infected

by this virus in the foreseeable future.

A constantly increasing population of AIDS patients will
severely burden our health care system and cripple our armed
services. As Chairman of the Defense Appropristions
Subcommittee, I worked closely with several prominent

scientists involved 1n AIDS research and sponsored a medical

15y
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te.ting and research Program sponsored by the Department of

Defense.

The Army, as lead agency for the Department of Defense's
AIDS research, is coordinating its efforts with other
Pederal agencies, including the National Institutes of
Health. Despite these cooperative efforts, there is a lack
of coordinated strategic planning with respect to how we
should direct our nation's resources against AIDS -- - fact
recently confirmed in a feport issued by one of your

witnesses today, the National Academy of Sciences,

The time 1S ripe for us to form a natioral commission to
help us plan and coordinate Federally sponsored AIus-related
programs. The commission that I have propcsed would include
representatives of all level of government, the academic
community, public and nonprofit private organizations, and
the general puolic. The commission would be charged with
comprehensively examining the AIDS 1ssue -- everything from
health care to legal! issues -- and making recommendations to
Congress and the President for legislative and

administrative action.

We need to make tough decisions, tempered with a large
measure of compassion, in order to fight this disease. A

national commi.sion will point us 1n the raght direction.
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The CAIRMAN. Our Committee stands in recess.
[Whereupon, at 1:08 p.m., th. Committee was adjourned.]
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